
8–16–10 

Vol. 75 No. 157 

Monday 

Aug. 16, 2010 

Book 1 of 2 Books 

Pages 49813–50040 

VerDate Mar 15 2010 20:09 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00001 Fmt 4710 Sfmt 4710 E:\FR\FM\16AUWS.LOC 16AUWSsr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 F

R
O

N
T

M
A

T
T

E
R



.

II Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 

The FEDERAL REGISTER (ISSN 0097–6326) is published daily, 
Monday through Friday, except official holidays, by the Office 
of the Federal Register, National Archives and Records 
Administration, Washington, DC 20408, under the Federal Register 
Act (44 U.S.C. Ch. 15) and the regulations of the Administrative 
Committee of the Federal Register (1 CFR Ch. I). The 
Superintendent of Documents, U.S. Government Printing Office, 
Washington, DC 20402 is the exclusive distributor of the official 
edition. Periodicals postage is paid at Washington, DC. 
The FEDERAL REGISTER provides a uniform system for making 
available to the public regulations and legal notices issued by 
Federal agencies. These include Presidential proclamations and 
Executive Orders, Federal agency documents having general 
applicability and legal effect, documents required to be published 
by act of Congress, and other Federal agency documents of public 
interest. 
Documents are on file for public inspection in the Office of the 
Federal Register the day before they are published, unless the 
issuing agency requests earlier filing. For a list of documents 
currently on file for public inspection, see www.federalregister.gov. 
The seal of the National Archives and Records Administration 
authenticates the Federal Register as the official serial publication 
established under the Federal Register Act. Under 44 U.S.C. 1507, 
the contents of the Federal Register shall be judicially noticed. 
The Federal Register is published in paper and on 24x microfiche. 
It is also available online at no charge as one of the databases 
on GPO Access, a service of the U.S. Government Printing Office. 
The online edition of the Federal Register, www.gpoaccess.gov/ 
nara, available through GPO Access, is issued under the authority 
of the Administrative Committee of the Federal Register as the 
official legal equivalent of the paper and microfiche editions (44 
U.S.C. 4101 and 1 CFR 5.10). It is updated by 6 a.m. each day 
the Federal Register is published and includes both text and 
graphics from Volume 59, Number 1 (January 2, 1994) forward. 
For more information about GPO Access, contact the GPO Access 
User Support Team, call toll free 1-888-293-6498; DC area 202- 
512-1530; fax at 202-512-1262; or via e-mail at gpoaccess@gpo.gov. 
The Support Team is available between 7:00 a.m. and 9:00 p.m. 
Eastern Time, Monday–Friday, except official holidays. 
The annual subscription price for the Federal Register paper 
edition is $749 plus postage, or $808, plus postage, for a combined 
Federal Register, Federal Register Index and List of CFR Sections 
Affected (LSA) subscription; the microfiche edition of the Federal 
Register including the Federal Register Index and LSA is $165, 
plus postage. Six month subscriptions are available for one-half 
the annual rate. The prevailing postal rates will be applied to 
orders according to the delivery method requested. The price of 
a single copy of the daily Federal Register, including postage, 
is based on the number of pages: $11 for an issue containing 
less than 200 pages; $22 for an issue containing 200 to 400 pages; 
and $33 for an issue containing more than 400 pages. Single issues 
of the microfiche edition may be purchased for $3 per copy, 
including postage. Remit check or money order, made payable 
to the Superintendent of Documents, or charge to your GPO 
Deposit Account, VISA, MasterCard, American Express, or 
Discover. Mail to: U.S. Government Printing Office—New Orders, 
P.O. Box 979050, St. Louis, MO 63197-9000; or call toll free 1- 
866-512-1800, DC area 202-512-1800; or go to the U.S. Government 
Online Bookstore site, see bookstore.gpo.gov. 
There are no restrictions on the republication of material appearing 
in the Federal Register. 
How To Cite This Publication: Use the volume number and the 
page number. Example: 75 FR 12345. 
Postmaster: Send address changes to the Superintendent of 
Documents, Federal Register, U.S. Government Printing Office, 
Washington, DC 20402, along with the entire mailing label from 
the last issue received. 

SUBSCRIPTIONS AND COPIES 

PUBLIC 
Subscriptions: 

Paper or fiche 202–512–1800 
Assistance with public subscriptions 202–512–1806 

General online information 202–512–1530; 1–888–293–6498 
Single copies/back copies: 

Paper or fiche 202–512–1800 
Assistance with public single copies 1–866–512–1800 

(Toll-Free) 
FEDERAL AGENCIES 

Subscriptions: 
Paper or fiche 202–741–6005 
Assistance with Federal agency subscriptions 202–741–6005 

FEDERAL REGISTER WORKSHOP 
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NUCLEAR REGULATORY 
COMMISSION 

10 CFR Part 72 

[NRC–2010–0140] 

RIN 3150–AI86 

List of Approved Spent Fuel Storage 
Casks: MAGNASTOR System, Revision 
1, Confirmation of Effective Date 

AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Direct final rule: Confirmation 
of effective date. 

SUMMARY: The Nuclear Regulatory 
Commission (NRC) is confirming the 
effective date of August 30, 2010, for the 
direct final rule that was published in 
the Federal Register on June 15, 2010 
(75 FR 33678). This direct final rule 
amended the NRC’s spent fuel storage 
regulations at 10 CFR 72.214 to revise 
the MAGNASTOR System listing to 
include Amendment Number 1 to 
Certificate of Compliance (CoC) Number 
1031. 
DATES: Effective Date: The effective date 
of August 30, 2010, is confirmed for this 
direct final rule. 
ADDRESSES: Documents related to this 
rulemaking, including any comments 
received, may be examined at the NRC 
Public Document Room, Room O–1F23, 
11555 Rockville Pike, Rockville, MD 
20852. 

FOR FURTHER INFORMATION CONTACT: 
Jayne M. McCausland, Office of Federal 
and State Materials and Environmental 
Management Programs, U.S. Nuclear 
Regulatory Commission, Washington, 
DC 20555, telephone (301) 415–6219, e- 
mail Jayne.McCausland@nrc.gov. 
SUPPLEMENTARY INFORMATION: On June 
15, 2010 (75 FR 33678), the NRC 
published a direct final rule amending 
its regulations at 10 CFR 72.214 to 
include Amendment No. 1 to CoC 

Number 1031. Amendment No. 1 
changes Technical Specifications (TS) 
related to neutron absorber qualification 
and acceptance testing. Specifically, the 
amendment revises TS 4.1.1.b and 
incorporates by reference, into the 
MAGNASTOR CoC, Sections 10.1.6.4.5, 
10.1.6.4.6, 10.1.6.4.7, and 10.1.6.4.8 of 
the Final Safety Analysis Report 
regarding the acceptance testing of 
borated aluminum alloy and borated 
metal matrix composite neutron 
absorber material. The amendment also 
includes other changes in Appendices A 
and B of the TS to incorporate minor 
editorial corrections. In the direct final 
rule, NRC stated that if no significant 
adverse comments were received, the 
direct final rule would become final on 
August 30, 2010. The NRC did not 
receive any comments on the direct 
final rule. Therefore, this rule will 
become effective as scheduled. 

Dated at Rockville, Maryland, this 10th day 
of August 2010. 

For the Nuclear Regulatory Commission. 

Cindy Bladey, 
Chief, Rules, Announcements, and Directives 
Branch,Division of Administrative Services, 
Office of Administration. 
[FR Doc. 2010–20172 Filed 8–13–10; 8:45 am] 

BILLING CODE 7590–01–P 

ELECTION ASSISTANCE COMMISSION 

11 CFR Parts 9405, 9407, 9409, 9410, 
9420, and 9428 

Change of Address 

AGENCY: United States Election 
Assistance Commission (EAC). 
ACTION: Final rule; technical 
amendment. 

SUMMARY: The U.S. Election Assistance 
Commission (EAC) is amending its 
regulations to reflect a change of address 
for its headquarters. This technical 
amendment is a nomenclature change 
that updates and corrects the address for 
contacting and submitting requests to 
EAC headquarters. 
DATES: August 16, 2010. 
ADDRESSES: 1201 New York Avenue, 
NW., Suite 300, Washington, DC 20005. 
FOR FURTHER INFORMATION CONTACT: 
Tamar Nedzar, Associate General 
Counsel, U.S. Election Assistance 
Commission, 1201 New York Avenue, 

NW., Suite 300, Washington, DC 20005; 
Telephone: 202–566–3100. 
SUPPLEMENTARY INFORMATION: On March 
22, 2010, EAC’s Headquarters relocated 
from 1225 New York Ave, NW., Suite 
1100, Washington, DC 20005 to 1201 
New York Ave, NW., Suite 300, 
Washington, DC 20005. This address 
will appear as EAC’s official agency 
address and serve as the reception point 
for agency visitors. Telephone numbers 
for EAC employees have not changed. 

I. Statutory Authority 
This action is taken under EAC’s 

authority, at 5 U.S.C. 552, to publish 
regulations in the Federal Register. 
Under the Administrative Procedure 
Act, at 5 U.S.C. 553(b)(3)(B), statutory 
procedures for agency rulemaking do 
not apply ‘‘when the agency for good 
cause finds (and incorporates the 
finding and a brief statement of reasons 
therefore in the rules issued) that notice 
and public procedure thereon are 
impracticable, unnecessary, or contrary 
to the public interest.’’ EAC finds that 
such notice and public procedure are 
impracticable, unnecessary, or contrary 
to the public interest, on the grounds 
that: (1) These amendments are 
technical and non-substantive; and (2) 
the public benefits from timely 
notification of a change in the official 
agency address, and further delay is 
unnecessary and contrary to the public 
interest. Similarly, because this final 
rule makes no substantive changes and 
merely reflects a change of address in 
existing regulations, this final rule is not 
subject to the effective date limitation of 
5 U.S.C. 553(d). 

II. Regulatory Procedures 

A. Small Entities 
Under the Regulatory Flexibility Act 

(5 U.S.C. 601–612), EAC has determined 
that this rule would not have a 
significant economic impact on a 
substantial number of small entities. 
The regulation affects only the U.S. 
Election Assistance Commission. This 
rule does not require a general notice of 
proposed rulemaking and, therefore, is 
exempt from the requirements of the 
Regulatory Flexibility Act. 

B. Collection of Information 
This regulation contains no new 

information collection requirements 
subject to review by the Office of 
Management and Budget under the 
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Paperwork Reduction Act of 1995 (44 
U.S.C. 3501–3520). 

C. Federalism 
A rule has implications for federalism 

under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on State or local governments and 
would either preempt State law or 
impose a substantial direct cost of 
compliance on them. EAC analyzed this 
rule under that Executive Order and 
have determined that it does not have 
implications for federalism. 

D. Taking of Private Property 
This rule will not affect a taking of 

private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

E. Civil Justice Reform 
This rule meets applicable standards 

in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminate 
ambiguity, and reduce burden. 

F. Protection of Children 
EAC analyzed this rule under 

Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
does not create an environmental risk to 
health or risk to safety that may 
disproportionately affect children. 

G. Indian Tribal Governments 
This rule does not have Tribal 

implications under Executive Order 
13175, Consultation and Coordination 
with Indian Tribal Governments, 
because it does not have a substantial 
direct effect on one or more Indian 
Tribes, on the relationship between the 
Federal Government and Indian Tribes, 
or on the distribution of power and 
responsibilities between the Federal 
Government and Indian Tribes. 

H. Energy Effects 
EAC analyzed this rule under 

Executive Order 13211, Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use. We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. 

I. Technical Standards 
The National Technology Transfer 

and Advancement Act (NTTAA) (15 

U.S.C. 272 note) directs agencies to use 
voluntary consensus standards in their 
regulatory activities unless the agency 
provides Congress, through OMB, with 
an explanation of why using these 
standards would be inconsistent with 
applicable law or otherwise impractical. 
Voluntary consensus standards are 
technical standards (e.g., specifications 
of materials, performance, design, or 
operation; test methods; sampling 
procedures; and related management 
systems practices) that are developed or 
adopted by voluntary consensus 
standards bodies. This rule does not use 
technical standards. Therefore, we did 
not consider the use of voluntary 
consensus standards. 

J. Environment 

EAC analyzed this final rule under 
Department of Homeland Security 
Management Directive 023–01 which 
guides EAC in complying with the 
National Environmental Policy Act of 
1969 (NEPA) (42 U.S.C. 4321–4365), 
and concluded that this rule is part of 
a category of actions described in item 
A3 of Table 1 in Appendix A of the 
Management Directive. This proposed 
rulemaking would not individually or 
cumulatively have a significant effect on 
the human environment and, therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is necessary. 

K. Congressional Review Act 

EAC will submit this final rule to 
Congress and the Government 
Accountability Office pursuant to the 
Congressional Review Act. The rule is 
effective upon publication, as permitted 
by 5 U.S.C. 808. Pursuant to 5 U.S.C. 
808(2), EAC finds that good cause exists 
for making this rule effective upon 
publication in the Federal Register, 
based on the reasons cited in the 
preceding paragraph for the 553(b)(3)(B) 
determination. 

■ For the reasons stated in the preamble, 
the Election Assistance Commission 
amends 11 CFR parts 9405, 9407, 9409, 
9410, 9420, and 9428 as follows: 

PART 9405—PROCEDURES FOR 
DISCLOSURE OF RECORDS UNDER 
THE FREEDOM OF INFORMATION ACT 

■ 1. The authority citation for part 9405 
continues to read as follows: 

Authority: 5 U.S.C. 552, as amended. 

§§ 9405.5 and 9405.7 [Amended] 

■ 2. Amend §§ 9405.5 and 9405.7 by 
removing the words ‘‘1225 New York 
Avenue, NW., Suite 1100’’ and adding, 
in their place, the words ‘‘1201 New 

York Avenue, NW., Suite 300’’ in the 
following places: 
■ a. § 9405.5(a)(4)(ii); 
■ b. § 9405.5(a)(4)(v); and 
■ c. § 9405.7(a). 

PART 9407—IMPLEMENTATION OF 
THE GOVERNMENT IN THE SUNSHINE 
ACT 

■ 3. The authority citation for part 9407 
continues to read as follows: 

Authority: 5 U.S.C. 552b. 

§ 9407.8 [Amended] 
■ 4. Amend § 9407.8 by removing the 
words ‘‘1225 New York Avenue, NW., 
Suite 1100’’ and adding, in their place, 
the words ‘‘1201 New York Avenue, 
NW., Suite 300.’’ 

PART 9409—TESTIMONY BY 
COMMISSION EMPLOYEES RELATING 
TO OFFICIAL INFORMATION AND 
PRODUCTION OF OFFICIAL RECORDS 
IN LEGAL PROCEEDINGS 

■ 5. The authority citation for part 9409 
continues to read as follows: 

Authority: 44 U.S.C. 3102. 

§§ 9409.5, 9409.6 and 9409.14 [Amended] 
■ 6. Amend §§ 9409.5, 9409.6 and 
9409.14 by removing the words ‘‘1225 
New York Avenue, NW., Suite 1100’’ 
and adding, in their place, the words 
‘‘1201 New York Avenue, NW., Suite 
300’’ in the following places: 
■ a. § 9409.5(a); 
■ b. § 9409.6; and 
■ c. § 9409.14(e). 

PART 9410—IMPLEMENTATION OF 
THE PRIVACY ACT OF 1974 

■ 7. The authority citation for part 9410 
continues to read as follows: 

Authority: 5 U.S.C. 552a. 

§§ 9410.3 and 9410.4 [Amended] 
■ 8. Amend §§ 9410.3 and 9410.4 by 
removing the words ‘‘1225 New York 
Avenue, NW., Suite 1100’’ and adding, 
in their place, the words ‘‘1201 New 
York Avenue, NW., Suite 300’’ in the 
following places: 
■ a. § 9410.3(b); and 
■ b. § 9410.4(a). 

PART 9420—NONDISCRIMINATION ON 
THE BASIS OF HANDICAP IN 
PROGRAMS OR ACTIVITIES 
CONDUCTED BY THE U.S. ELECTION 
ASSISTANCE COMMISSION 

■ 9. The authority citation for part 9420 
continues to read as follows: 

Authority: 29 U.S.C. 794. 

§ 9420.8 [Amended] 
■ 10. Amend § 9420.8 by removing the 
words ‘‘1225 New York Avenue, NW., 
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1 See NTSB safety recommendation A–04–060, 
which is included in the docket for this rulemaking 
or can be found at http://www.ntsb.gov/Recs/letters/ 
2004/A04_56_62.pdf. 

Suite 1100’’ and adding, in their place, 
the words ‘‘1201 New York Avenue, 
NW., Suite 300’’ in the following places: 
■ a. § 9420.8(d)(ii)(3); and 
■ b. § 9420.8(h)(i). 

PART 9428—NATIONAL VOTER 
REGISTRATION ACT 

■ 11. The authority citation for part 
9420 continues to read as follows: 

Authority: 42 U.S.C. 1973gg–1 et seq., 
15532 

§ 9428.7 [Amended] 
■ 12. Amend 9428.7 by removing the 
words ‘‘1225 New York Avenue, NW., 
Suite 1100’’ and adding, in their place, 
the words ‘‘1201 New York Avenue, 
NW., Suite 300.’’ 

Signed: August 10, 2010. 
Thomas Wilkey, 
Executive Director, U.S. Election Assistance 
Commission. 
[FR Doc. 2010–20089 Filed 8–13–10; 8:45 am] 

BILLING CODE 6820–KF–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 25 

[Docket No. FAA–2009–0810; Amendment 
No. 25–130] 

RIN 2120–AJ21 

Maneuvering Speed Limitation 
Statement 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule. 

SUMMARY: The Federal Aviation 
Administration amends the 
airworthiness standards applicable to 
transport category airplanes to clarify 
that flying at or below the design 
maneuvering speed does not allow a 
pilot to make multiple large control 
inputs in one airplane axis or single full 
control inputs in more than one airplane 
axis at a time without endangering the 
airplane’s structure. The FAA is issuing 
this final rule to prevent pilots from 
misunderstanding the meaning of an 
airplane’s maneuvering speed, which 
could cause or contribute to a future 
accident. 

DATES: This amendment becomes 
effective October 15, 2010. 
FOR FURTHER INFORMATION CONTACT: For 
technical questions about this final rule, 
contact Don Stimson, Airplane and 
Flight Crew Interface Branch, ANM– 
111, Transport Airplane Directorate, 
Aircraft Certification Service, FAA, 

1601 Lind Avenue, SW., Renton, WA 
98057–3356; telephone (425) 227–1129; 
facsimile (425) 227–1149, e-mail 
don.stimson@faa.gov. For legal 
questions about this final rule, contact 
Doug Anderson, Office of the Regional 
Counsel, ANM–7, Northwest Mountain 
Region, FAA, 1601 Lind Avenue, SW., 
Renton, WA 98057–3356; telephone 
(425) 227–2166; facsimile (425) 227– 
1007, e-mail douglas.anderson@faa.gov. 
SUPPLEMENTARY INFORMATION: 

Authority for This Rulemaking 
The FAA’s authority to issue rules on 

aviation safety is found in Title 49 of the 
United States Code. Subtitle I, Section 
106 describes the authority of the FAA 
Administrator. Subtitle VII, Aviation 
Programs, describes in more detail the 
scope of the agency’s authority. 

This rulemaking is promulgated 
under the authority described in 
Subtitle VII, Part A, Subpart III, Section 
44701, ‘‘General requirements.’’ Under 
that section, the FAA is charged with 
promoting safe flight of civil aircraft in 
air commerce by prescribing minimum 
standards required in the interest of 
safety for the design and performance of 
aircraft. This regulation is within the 
scope of that authority because it 
prescribes new safety standards for the 
design of transport category airplanes. 

I. Background 

A. Statement of the Problem 

On November 12, 2001, American 
Airlines Flight 587, an Airbus Industrie 
Model A300–605R airplane, crashed 
shortly after takeoff from New York’s 
John F. Kennedy International Airport. 
All 260 people aboard the airplane and 
5 people on the ground were killed. The 
airplane was destroyed by impact forces 
and a post-crash fire. The National 
Transportation Safety Board (NTSB) 
determined ‘‘that the probable cause of 
this accident was the in-flight 
separation of the vertical stabilizer as a 
result of the loads beyond ultimate 
design loads that were created by the 
first officer’s unnecessary and excessive 
rudder pedal inputs.’’ 

The NTSB’s investigation revealed 
that many pilots might have a general 
misunderstanding of what the design 
maneuvering speed (VA) is and the 
extent of structural protection that exists 
when an airplane is operated at speeds 
below its VA. VA is a structural design 
airspeed used in determining the 
strength requirements for the airplane 
and its control surfaces. The structural 
design requirements do not cover 
multiple control inputs in one axis or 
control inputs in more than one axis at 
a time at any speed, even below VA. 

The NTSB found that many pilots of 
transport category airplanes mistakenly 
believe that, as long as the airplane’s 
speed is below VA, they can make any 
control input they desire without 
risking structural damage to the 
airplane. As a result, the NTSB 
recommended that the FAA amend all 
relevant regulatory and advisory 
materials to clarify that operating at or 
below maneuvering speed does not 
provide structural protection against 
multiple full control inputs in one axis 
or full control inputs in more than one 
axis at the same time.1 After making our 
own assessment, the FAA agrees with 
the NTSB’s finding and the resulting 
recommendation. 

B. Summary of the NPRM 
This final rule is based on a notice of 

proposed rulemaking (NPRM), Notice 
No. 09–10, published in the Federal 
Register on September 4, 2009 (74 FR 
45777). In the NPRM, we proposed to 
amend 14 CFR 25.1583(a)(3) to change 
the requirement associated with a 
statement that must be furnished in the 
Airplane Flight Manual (AFM) 
explaining the use of VA to pilots. The 
proposed amendment was intended to 
clarify that, depending on the particular 
airplane design, flying at or below VA 
does not allow a pilot to make multiple 
large control inputs in one airplane axis 
or single full control inputs in more 
than one airplane axis at a time without 
endangering the airplane’s structure. 
The comment period for the NPRM 
closed on November 3, 2009. 

C. Summary of the Final Rule 
The FAA is adopting this final rule to 

prevent pilots from misunderstanding 
the meaning of VA, which could cause 
or contribute to a future accident. The 
final rule adopts clarifying changes to 
certain statements that must be 
furnished in each AFM identifying the 
types of control inputs to avoid because 
they may result in structural failure. 

This final rule adopts the proposed 
rule with minor changes that will 
resolve a longstanding inconsistency in 
the current requirements that would 
have been left in place by the proposed 
rule. This inconsistency, which goes 
back to at least the 1953 Civil Air 
Regulations Part 4b, concerns the 
reference to ‘‘maneuvering speed VA’’ in 
the existing § 25.1583(a)(3). Sections 1.2 
and 25.335(c) define ‘‘VA’’ as the ‘‘design 
maneuvering speed,’’ not the 
‘‘maneuvering speed.’’ Section 25.1507 
defines the ‘‘maneuvering speed’’ as an 
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2 The full text of each commenter’s submission is 
available in the docket for this rulemaking. 

operating limitation that must not 
exceed the design maneuvering speed, 
VA. Since the ‘‘maneuvering speed’’ can 
be less than VA, the reference to 
‘‘maneuvering speed VA’’ in the existing 
§ 25.1583(a)(3) is incorrect. 

An applicant may wish to establish a 
maneuvering speed different from the 
design maneuvering speed, in order to 
make it easier for pilots to use. For 
example, the design maneuvering speed, 
VA, is an equivalent airspeed. 
Applicants might find it desirable to 
provide a maneuvering speed as a 
calibrated airspeed equal to or below the 
corresponding equivalent design 
maneuvering airspeed at all altitudes, in 
order to provide the information in a 
format that is consistent with that used 
on the flight deck airspeed indicator. 

In practice, the maneuvering speed 
has been identified as VA in AFMs even 
when it is not always exactly the same 
as the design maneuvering speed 
defined in § 25.335(c). We have no 
evidence of this being unsafe and see no 
reason to prohibit it in the future. 
However, in order to address the 
inconsistency in the regulations, for 
§ 25.1583(a)(3), we have changed the 
reference to ‘‘the maneuvering speed 
VA’’ proposed in the NPRM to ‘‘the 
maneuvering speed established under 
§ 25.1507’’ in this final rule. For new 
§ 25.1583(a)(3)(i) and (ii), we have also 
changed the references to ‘‘VA’’ proposed 
in the NPRM to ‘‘maneuvering speed’’ in 
this final rule. We will continue to 
allow applicants to refer to this 
maneuvering speed as VA in AFMs. 

For small airplanes, part 23 defines an 
operating maneuver speed (VO) to serve 
the same purpose as the maneuvering 
speed established under § 25.1507. The 
part 23 approach has one advantage in 
that there is a unique V-speed 
abbreviation for pilots to use that 
differentiates the maneuvering speed 
used operationally from the design 
maneuvering speed used to show 
compliance with the structural type 
certification requirements. We chose not 
to introduce a new V-speed term in part 
25 because the VA term has historically 
been used for transport category 
airplanes for both the speed to be used 
operationally and for design purposes. 
Using a new V-speed term could also 
potentially lead to confusion if different 
speed terms and definitions are used for 
new airplane designs compared to 
current designs. 

D. Summary of the Comments 
The FAA received nine comments on 

the NPRM from four commenters— 
Airbus, the Air Line Pilots Association 
(ALPA), the NTSB, and one private 
citizen. Airbus, ALPA, and the NTSB all 

supported the proposed amendment. 
ALPA also submitted a comment that 
was beyond the scope of the NPRM. 
Only the private citizen submitted 
comments specific to the scope of the 
NPRM. The private citizen believed the 
proposed amendment is too weak and 
does not address the underlying 
airplane handling, structural, and 
systems issues. Summaries of the 
comments and our responses are 
provided below.2 No changes were 
made to the final rule in response to the 
comments. 

II. Discussion of the Comments 

A. Proposed Language Unclear 
The private citizen stated that the 

proposed wording does not help the 
pilot know at what speed a certain input 
to the airframe is safe and what type of 
input is likely to cause structural 
failure. The commenter went on to ask 
several related questions: How is a pilot 
to know what ‘‘rapid and large’’ mean? 
Will the FAA require the AFM to 
provide a specific and detailed 
explanation of exactly what the 
particular airplane is capable of 
withstanding? Will there be an advisory 
circular associated with this changed 
requirement to provide interpretation 
and guidance as to acceptable means of 
compliance? 

The proposed wording tells the pilot 
the types of pilot input at speeds above 
and below VA that may lead to 
structural failure. As stated in the 
NPRM, ‘‘full application of pitch, roll, or 
yaw controls should be confined to 
speeds below VA.’’ Therefore, at speeds 
below VA, pilots can make a full control 
input in a single direction in the pitch, 
roll, or yaw axis without concern for 
structural failure. (Note: In the final 
rule, the term ‘‘VA’’ has been replaced 
with the words ‘‘maneuvering speed.’’) 
The proposed regulatory language also 
states that rapid and large alternating 
control inputs, especially if combined 
with large changes in pitch, roll, or yaw, 
and full control inputs in more than one 
axis (i.e., pitch, roll, or yaw) at the same 
time, may result in structural failure at 
any speed. 

The FAA believes the standard 
dictionary definitions and common 
usage of the words ‘‘rapid and large’’ 
accurately convey their meaning. The 
FAA does not see a need to provide 
further interpretation or guidance as to 
the meaning of these terms. 

B. Applicability 
The private citizen noted the 

proposed amendment is not retroactive, 

so it would not fix the problem for 
existing aircraft. 

Although the proposed amendment 
would not be retroactive, the FAA has 
worked with airplane manufacturers to 
amend their AFMs for all major 
transport category airplanes used in U.S. 
operations. The wording now in the 
limitations section of these AFMs meets 
the requirements of this final rule. 

C. Airplane Handling Problems Not 
Addressed 

The private citizen stated that the 
underlying handling problem that led to 
the Flight 587 accident has not been 
addressed. In certain circumstances, a 
pilot is required to take firm and, if not 
aggressive, then immediate and positive 
action, yet seemingly has no way to 
know how much or when this action is 
likely to break the airplane. The 
commenter noted that the dilemma 
faced by the pilot is that there is some 
unspecified (or poorly specified) point 
where the kind of control inputs that he 
would almost routinely need to apply 
during landing or takeoff are no longer 
safe. 

The FAA believes the kinds of control 
inputs that the pilot may need to apply 
during takeoff or landing, or to counter 
an upset, continue to be safe and are not 
precluded by this final rule. The control 
inputs made by Flight 587’s first officer, 
which included five alternating full 
rudder inputs, would not be needed for 
any reason. 

D. Safety Issues Not Addressed 

The private citizen noted that the 
structural and systems issues arising 
from the Flight 587 accident have not 
been addressed. The commenter 
believes different kinds of modifications 
to 14 CFR part 25 would be required, 
including consideration of composite 
structure failure characteristics 
compared with traditional (metal) 
structure. The commenter stated that 
this rulemaking must not proceed in 
isolation from the other 
recommendations made by the NTSB. 
This action responds to only one of 
seven NTSB safety recommendations. 

The commenter is correct in that this 
final rule responds only to NTSB Safety 
Recommendation A–04–60. The other 
safety issues arising from the Flight 587 
accident are beyond the scope of this 
rulemaking and will be addressed by 
other means. 

III. Regulatory Notice and Analysis 

Paperwork Reduction Act 

The Paperwork Reduction Act of 1995 
(44 U.S.C. 3507(d)) requires that the 
FAA consider the impact of paperwork 
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and other information collection 
burdens imposed on the public. We 
have determined that there is no current 
or new requirement for information 
collection requirement associated with 
this amendment. 

International Compatibility 

In keeping with U.S. obligations 
under the Convention on International 
Civil Aviation, it is FAA policy to 
conform with International Civil 
Aviation Organization (ICAO) Standards 
and Recommended Practices to the 
maximum extent practicable. The FAA 
has determined that there are no ICAO 
Standards and Recommended Practices 
that correspond to these regulations. 

IV. Regulatory Evaluation, Regulatory 
Flexibility Determination, International 
Trade Impact Assessment, and 
Unfunded Mandates Assessment 

Changes to Federal regulations must 
undergo several economic analyses. 
First, Executive Order 12866 directs that 
each Federal agency shall propose or 
adopt a regulation only upon a reasoned 
determination that the benefits of the 
intended regulation justify its costs. 
Second, the Regulatory Flexibility Act 
of 1980 (Pub. L. 96–354) requires 
agencies to analyze the economic 
impact of regulatory changes on small 
entities. Third, the Trade Agreements 
Act (Pub. L. 96–39) prohibits agencies 
from setting standards that create 
unnecessary obstacles to the foreign 
commerce of the United States. In 
developing U.S. standards, the Trade 
Act requires agencies to consider 
international standards and, where 
appropriate, that they be the basis of 
U.S. standards. Fourth, the Unfunded 
Mandates Reform Act of 1995 (Pub. L. 
104–4) requires agencies to prepare a 
written assessment of the costs, benefits, 
and other effects of proposed or final 
rules that include a Federal mandate 
likely to result in the expenditure by 
State, local, or tribal governments, in the 
aggregate, or by the private sector, of 
$100 million or more annually (adjusted 
for inflation with base year of 1995). 
This portion of the preamble 
summarizes the FAA’s analysis of the 
economic impacts of this final rule. 

Department of Transportation Order 
DOT 2100.5 prescribes policies and 
procedures for simplification, analysis, 
and review of regulations. If the 
expected cost impact is so minimal that 
a proposed or final rule does not 
warrant a full evaluation, this order 
permits that a statement to that effect 
and the basis for it be included in the 
preamble if a full regulatory evaluation 
of the cost and benefits is not prepared. 

Such a determination has been made for 
this final rule. 

The reasoning for this determination 
follows. As a result of its investigation 
of the crash of American Airlines Flight 
587 on November 12, 2001, the NTSB 
determined ‘‘that the probable cause of 
the accident was the in-flight separation 
of the vertical stabilizer as a result of the 
loads beyond ultimate design loads that 
were created by the first officer’s 
unnecessary and excessive pedal 
inputs,’’ including five alternating full 
rudder inputs. The NTSB’s investigation 
identified what appears to be a 
widespread misunderstanding among 
pilots about the degree of structural 
protection that exists when full or 
abrupt flight control inputs are made at 
airspeeds below an airplane’s design 
maneuvering speed. In fact, even below 
the design maneuvering speed, the 
structural design standards do not 
ensure the airplane structure can 
withstand multiple control inputs in 
one axis or control inputs in more than 
one axis simultaneously. This 
amendment will require the AFM to 
clarify that flying at or below the design 
maneuvering speed does not allow a 
pilot to make multiple large control 
inputs in one airplane axis, or single full 
control inputs simultaneously in more 
than one axis, as such control inputs 
will endanger the airplane’s structure. A 
similar change has been made 
voluntarily to the AFM by 
manufacturers of transport category 
airplanes currently in service. 
Consequently, this amendment will 
entail no crew-training costs, as well as 
no costs of testing, analysis, or changes 
to airplane design, and the expected 
outcome will be minimal costs. 

This amendment addresses an 
identified safety issue, so the final rule 
has benefits. Consequently, the final 
rule will have minimal costs and 
positive net benefits and a full 
regulatory evaluation was not prepared. 
In the NPRM we requested comments 
on our determination of positive net 
benefits and did not receive any. 

The FAA has, therefore, determined 
that this final rule is not a ‘‘significant 
regulatory action’’ as defined in section 
3(f) of Executive Order 12866, and is not 
‘‘significant’’ as defined in DOT’s 
Regulatory Policies and Procedures. 

Regulatory Flexibility Determination 
The Regulatory Flexibility Act of 1980 

(Pub. L. 96–354) (RFA) establishes ‘‘as a 
principle of regulatory issuance that 
agencies shall endeavor, consistent with 
the objectives of the rule and of 
applicable statutes, to fit regulatory and 
informational requirements to the scale 
of the businesses, organizations, and 

governmental jurisdictions subject to 
regulation. To achieve this principle, 
agencies are required to solicit and 
consider flexible regulatory proposals 
and to explain the rationale for their 
actions to assure that such proposals are 
given serious consideration.’’ The RFA 
covers a wide range of small entities, 
including small businesses, not-for- 
profit organizations, and small 
governmental jurisdictions. 

Agencies must perform a review to 
determine whether a rule will have a 
significant economic impact on a 
substantial number of small entities. If 
the agency determines that it will, the 
agency must prepare a regulatory 
flexibility analysis as described in the 
RFA. However, if an agency determines 
that a rule is not expected to have a 
significant economic impact on a 
substantial number of small entities, 
section 605(b) of the RFA provides that 
the head of the agency may so certify 
and a regulatory flexibility analysis is 
not required. The certification must 
include a statement providing the 
factual basis for this determination, and 
the reasoning should be clear. 

As we noted in the NPRM, all U.S. 
transport category aircraft 
manufacturers exceed the Small 
Business Administration small-entity 
criterion of 1,500 employees. We 
received no comments disputing this 
determination. Moreover, we have 
determined that the rule will have 
minimal costs and positive net benefits. 
Therefore, as the Administrator, I certify 
that this rule will not have a significant 
economic impact on a substantial 
number of small entities. 

International Trade Impact Assessment 

The Trade Agreements Act of 1979 
(Pub. L. 96–39), as amended by the 
Uruguay Round Agreements Act (Pub. 
L. 103–465), prohibits Federal agencies 
from establishing any standards or 
engaging in related activities that create 
unnecessary obstacles to the foreign 
commerce of the United States. 
Pursuant to these Acts, the 
establishment of standards is not 
considered an unnecessary obstacle to 
the foreign commerce of the United 
States, so long as the standards have a 
legitimate domestic objective, such as 
the protection of safety, and do not 
operate in a manner that excludes 
imports that meet this objective. The 
statute also requires consideration of 
international standards and, where 
appropriate, that they be the basis for 
U.S. standards. The FAA has assessed 
the effects of this rule and determined 
that it would promote international 
trade by harmonizing with 

VerDate Mar<15>2010 14:09 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00005 Fmt 4700 Sfmt 4700 E:\FR\FM\16AUR1.SGM 16AUR1W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 R
U

LE
S



49818 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

corresponding EASA regulations thus 
reducing the cost of joint certification. 

Unfunded Mandates Assessment 

Title II of the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4) 
requires each Federal agency to prepare 
a written statement assessing the effects 
of any Federal mandate in a proposed or 
final agency rule that may result in an 
expenditure of $100 million or more (in 
1995 dollars) in any one year by State, 
local, and tribal governments, in the 
aggregate, or by the private sector; such 
a mandate is deemed to be a ‘‘significant 
regulatory action.’’ The FAA currently 
uses an inflation-adjusted value of 
$143.1 million. 

This final rule does not contain such 
a mandate. The requirements of Title II 
do not apply. 

Executive Order 13132, Federalism 

The FAA has analyzed this final rule 
under the principles and criteria of 
Executive Order 13132, Federalism. We 
determined that this action would not 
have a substantial direct effect on the 
States, on the relationship between the 
Federal Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government, and, therefore, 
would not have federalism implications. 

Regulations Affecting Intrastate 
Aviation in Alaska 

Section 1205 of the FAA 
Reauthorization Act of 1996 (110 Stat. 
3213) requires the Administrator, when 
modifying regulations in Title 14 of the 
CFR in a manner affecting intrastate 
aviation in Alaska, to consider the 
extent to which Alaska is not served by 
transportation modes other than 
aviation, and to establish appropriate 
regulatory distinctions. In the NPRM, 
we requested comments on whether the 
proposed rule should apply differently 
to intrastate operations in Alaska. We 
did not receive any comments, and we 
have determined, based on the 
administrative record of this 
rulemaking, there is no need to make 
any regulatory distinctions applicable to 
intrastate aviation in Alaska. 

Environmental Analysis 

FAA Order 1050.1E identifies FAA 
actions that are categorically excluded 
from preparation of an environmental 
assessment or environmental impact 
statement under the National 
Environmental Policy Act in the 
absence of extraordinary circumstances. 
The FAA has determined this 
rulemaking action qualifies for the 
categorical exclusion identified in 

paragraph 4(j) and involves no 
extraordinary circumstances. 

Regulations That Significantly Affect 
Energy Supply, Distribution, or Use 

The FAA has analyzed this final rule 
under Executive Order 13211, Actions 
Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use (May 18, 2001). We 
have determined that it is not a 
‘‘significant energy action’’ under the 
executive order, and it is unlikely to 
have a significant adverse effect on the 
supply, distribution, or use of energy. 

Availability of Rulemaking Documents 

You can get an electronic copy of 
rulemaking documents using the 
Internet by— 

1. Searching the Federal eRulemaking 
Portal (http://www.regulations.gov); 

2. Visiting the FAA’s Regulations and 
Policies web page at http:// 
www.faa.gov/regulations_policies/; or 

3. Accessing the Government Printing 
Office’s web page at http:// 
www.gpoaccess.gov/fr/index.html. 

You can also get a copy by sending a 
request to the Federal Aviation 
Administration, Office of Rulemaking, 
ARM–1, 800 Independence Avenue, 
SW., Washington, DC 20591, or by 
calling (202) 267–9680. Make sure to 
identify the docket number or 
amendment number of this rulemaking. 

Anyone is able to search the 
electronic form of all comments 
received into any of our dockets by the 
name of the individual submitting the 
comment (or signing the comment, if 
submitted on behalf of an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
statement in the Federal Register 
published on April 11, 2000 (Volume 
65, Number 70; Pages 19477–78) or you 
may visit http://DocketsInfo.dot.gov. 

Small Business Regulatory Enforcement 
Fairness Act 

The Small Business Regulatory 
Enforcement Fairness Act (SBREFA) of 
1996 requires FAA to comply with 
small entity requests for information or 
advice about compliance with statutes 
and regulations within its jurisdiction. If 
you are a small entity and you have a 
question regarding this document, you 
may contact your local FAA official, or 
the person listed under the FOR FURTHER 
INFORMATION CONTACT heading at the 
beginning of the preamble. You can find 
out more about SBREFA on the Internet 
at http://www.faa.gov/ 
regulations_policies/rulemaking/ 
sbre_act/. 

List of Subjects in 14 CFR Part 25 

Aircraft, Aviation safety, Reporting 
and recordkeeping requirements, Safety, 
Transportation. 

The Amendment 

■ In consideration of the foregoing, the 
Federal Aviation Administration 
amends Chapter I of Title 14, Code of 
Federal Regulations part 25, as follows: 

PART 25—AIRWORTHINESS 
STANDARDS: TRANSPORT 
CATEGORY AIRPLANES 

■ 1. The authority citation for part 25 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701, 
44702, and 44704. 
■ 2. Amend § 25.1583 by revising 
paragraph (a)(3) to read as follows: 

§ 25.1583 Operating limitations. 
(a) * * * 
(3) The maneuvering speed 

established under § 25.1507 and 
statements, as applicable to the 
particular design, explaining that: 

(i) Full application of pitch, roll, or 
yaw controls should be confined to 
speeds below the maneuvering speed; 
and 

(ii) Rapid and large alternating control 
inputs, especially in combination with 
large changes in pitch, roll, or yaw, and 
full control inputs in more than one axis 
at the same time, should be avoided as 
they may result in structural failures at 
any speed, including below the 
maneuvering speed. 
* * * * * 

Issued in Washington, DC, on August 8, 
2010. 
J. Randolph Babbitt, 
Administrator. 
[FR Doc. 2010–20195 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–13–P 

FEDERAL TRADE COMMISSION 

16 CFR Part 305 

[RIN 3084-AB03] 

APPLIANCE LABELING RULE 

AGENCY: Federal Trade Commission. 
ACTION: Final rule; correction. 

SUMMARY: The Federal Trade 
Commission (‘‘Commission’’) is issuing a 
technical correction to a final rule 
published on July 19, 2010 (75 FR 
41696). In particular, the Commission is 
correcting text in Sample Label 13 in 
Appendix L published on page 41724 of 
that document. 
EFFECTIVE DATE: July 19, 2011. 
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FOR FURTHER INFORMATION CONTACT: 
Hampton Newsome, Attorney, Division 
of Enforcement, Bureau of Consumer 
Protection, Federal Trade Commission, 
Washington, D.C. 20580 (202-326-2889). 

SUPPLEMENTARY INFORMATION: This 
Notice contains a technical correction to 
Sample Label 13 in Appendix L in 16 
CFR Part 305 published on July 19, 2010 
(75 FR 41696). In particular, this Notice 
contains revised Spanish language text 

in that sample label which reads ‘‘Costo 
Estimado Anual de Energı́a’’ instead of 
‘‘Costo Anual Estimado;’’ ‘‘de la tarifa’’ 
instead of ‘‘del indice;’’ ‘‘cálida’’ and 
‘‘frı́a’’ instead of ‘‘cálido’’ and ‘‘frio;’’ and 
‘‘desecho seguro’’ instead of 
‘‘eliminación segura.’’ 

Correction of Publication 

In FR Doc. 2010-16895 appearing on 
page 41696 in the Federal Register of 

Monday, July 19, 2010, the following 
correction is made: 

Appendix L, Sample Label 13 
[Corrected] 

■ On page 41724, the label image 
‘‘Sample Label 13’’ is revised to read: 
BILLING CODE 6750–01–S 
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SAMPLE LABEL 13 

LIGHTING FACTS LABEL FOR 
GENERAL SERVICE LAMP 
CONTAINING MERCURY (BILINGUAL 
EXAMPLE) 

By direction of the Commission. 

Donald S. Clark, 
Secretary. 
[FR Doc. 2010–20322 Filed 8–13–10; 10:36 am] 

BILLING CODE 6750–01–C 

SECURITIES AND EXCHANGE 
COMMISSION 

17 CFR Part 200 

[Release No. 34–62690] 

Delegation of Authority to the Director 
of Its Division of Enforcement 

AGENCY: Securities and Exchange 
Commission. 
ACTION: Final rule. 

SUMMARY: The Commission is amending 
its rules to remove a sunset provision 
from the delegation of authority to the 
Director of the Division of Enforcement 
to issue formal orders of investigation. 
Formal orders designate the 
enforcement staff authorized to issue 
subpoenas in connection with 
investigations under the Federal 
securities laws. On August 5, 2009, the 
Commission issued a release 
authorizing the Division Director to 
issue such orders for a one-year period 
beginning on August 11, 2009 and 
ending on August 11, 2010. The sunset 
provision was included to permit the 
Commission to evaluate the Division’s 
use of the delegation and to consider 
whether extension of the delegation was 
appropriate. 
DATES: Effective Date: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Kenneth H. Hall, Assistant Chief 
Counsel, 202–551–4936, Office of Chief 
Counsel, Division of Enforcement, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–6553. 
SUPPLEMENTARY INFORMATION: The 
Commission is authorized to conduct 
investigations of possible violations of 
the Federal securities laws, which 
provide that ‘‘any member of the 
Commission or any officer designated 
by it is empowered to administer oaths 
and affirmations, subpoena witnesses, 
compel their attendance, take evidence, 
and require the production of any 
books, papers, correspondence, 
memoranda, or other records which the 

Commission deems relevant or material 
to the inquiry.’’ Section 21(b) of the 
Securities Exchange Act of 1934, 15 
U.S.C. 78u(b). See also Section 19(c) of 
the Securities Act of 1933, 15 U.S.C. 
77(c); Section 42(b) of the Investment 
Company Act of 1940, 15 U.S.C. 80a– 
41(b); and Section 209(b) of the 
Investment Advisers Act of 1940, 15 
U.S.C. 80b–9(b). The Commission issues 
formal orders of investigation that 
authorize specifically-designated 
enforcement staff to exercise the 
Commission’s statutory power to 
subpoena witnesses and take the other 
actions authorized by the relevant cited 
provisions. The Commission delegated 
authority to issue formal orders of 
investigation to the Director of the 
Division of Enforcement on August 11, 
2009. ‘‘Delegation of Authority to 
Director of Division of Enforcement,’’ 
74 FR 40068 (Aug. 11, 2009). The 
delegation was made effective for a one- 
year period, ending on August 11, 2010, 
to allow Commission review of the 
Division’s exercise of formal order 
authority. 

The Commission has determined that 
it is appropriate to extend the Division’s 
authority to issue formal orders of 
investigation. In making this 
determination, the Commission 
considered the increased efficiency in 
the Division’s conduct of its 
investigations permitted by the 
delegation, and the Division’s continued 
effective communication and 
coordination in addressing pertinent 
legal and policy issues with other 
Commission Divisions and Offices when 
formal order authority is invoked. 

Administrative Law Matters 

The Commission finds, in accordance 
with the Administrative Procedure Act 
(‘‘APA’’) (5 U.S.C. 553(b)(3)(A)), that this 
amendment relates solely to agency 
organization, procedure, or practice and 
does not relate to a substantive rule. 
Accordingly, the provisions of the APA 
regarding notice of the proposed 
rulemaking, opportunities for public 
participation, and publication of the 
amendment prior to its effective date, 5 
U.S.C. 553, are not applicable. For the 
same reason, and because this 
amendment does not substantively 
affect the rights or obligations of non- 
agency parties, the provisions of the 
Small Business Regulatory Enforcement 
Fairness Act, 5 U.S.C. 804(3)(C), are not 
applicable. Additionally, the provisions 
of the Regulatory Flexibility Act, which 
apply only when notice and comment 
are required by the APA or other law, 
5 U.S.C. 603, are not applicable. Section 
23(a)(2) of the Securities Exchange Act, 

15 U.S.C. 78w(a)(2), requires the 
Commission, in adopting rules under 
that Act, to consider the anticompetitive 
effects of any rules it adopts. Because 
the amendment imposes no new 
burdens on parties in investigations, the 
Commission does not believe it will 
have any impact on competition. 
Finally, this amendment does not 
contain any collection of information 
requirements as defined by the 
Paperwork Reduction Act of 1980, as 
amended. Accordingly, the amendment 
is effective August 16, 2010. 

List of Subjects in 17 CFR Part 200 

Administrative practice and 
procedure, Authority delegations 
(Government agencies). 

Text of Amendment 

■ For the reasons set out in the 
preamble, Title 17, Chapter II of the 
Code of Federal Regulations is amended 
as follows: 

PART 200—ORGANIZATION; 
CONDUCT AND ETHICS; AND 
INFORMATION AND REQUESTS 

■ 1. The authority citation for part 200, 
subpart A, continues to read in part as 
follows: 

Authority: 15 U.S.C. 77o, 77s, 77sss, 78d, 
78d–1, 78d–2, 78w, 78ll(d), 78mm, 80a–37, 
80b–11, and 7202, unless otherwise noted. 

* * * * * 

■ 2. Section 200.30–4 is amended by 
revising paragraph (a)(13) to read as 
follows: 

§ 200.30–4 Delegation of authority to 
Director of Division of Enforcement. 

* * * * * 

(a) * * * 

(13) To order the making of private 
investigations pursuant to section 19(c) 
of the Securities Act of 1933 (15 U.S.C. 
77s(c)), section 21(b) of the Securities 
Exchange Act of 1934 (15 U.S.C. 78u(b)), 
section 42(b) of the Investment 
Company Act of 1940 (15 U.S.C. 80a– 
41(b) and section 209(b) of the 
Investment Advisers Act of 1940 (15 
U.S.C. 80b–9(b)). 
* * * * * 

Dated: August 11, 2010. 

By the Commission. 

Elizabeth M. Murphy, 

Secretary. 
[FR Doc. 2010–20197 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Parts 1, 31, and 301 

[TD 9496] 

RIN 1545–BI51 

Information Reporting for Payments 
Made in Settlement of Payment Card 
and Third Party Network Transactions 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Final rule. 

SUMMARY: This document contains final 
regulations relating to information 
reporting requirements, information 
reporting penalties, and backup 
withholding requirements for payment 
card and third party network 
transactions. The final regulations 
implement section 6050W and related 
statutory changes enacted by the 
Housing Assistance Tax Act of 2008 that 
require payment settlement 
organizations to report payments in 
settlement of payment card and third 
party network transactions for each 
calendar year. The final regulations in 
this document will affect persons that 
make payment in settlement of payment 
card and third party network 
transactions and the payees of these 
transactions. The final regulations 
provide guidance to assist persons 
required to report payment card and 
third party network transactions and to 
the payees of those transactions. 
DATES: Effective Date: These regulations 
are effective on August 16, 2010. 

Applicability Date: For dates of 
applicability, see §§ 1.6041–1(j), 
1.6041A–1(d)(4)(iii), 1.6050W– 
1(j),1.6050W–2(b), 31.3406–(b)(3)–5(e). 
FOR FURTHER INFORMATION CONTACT: 
Concerning these final regulations, 
Barbara Pettoni, (202) 622–4910 (not a 
toll-free number). 
SUPPLEMENTARY INFORMATION: 

Background 

This document contains final 
regulations implementing amendments 
to the Income Tax Regulations (26 CFR 
part 1) relating to information reporting 
under sections 6041, 6041A, 6050W, 
and 6051 of the Internal Revenue Code 
(Code). This document also contains 
final regulations implementing 
amendments to the Regulations on 
Employment Tax and Collection of 
Income Tax at the Source (26 CFR part 
31) relating to backup withholding 
under section 3406, and to the 
Regulations on Procedure and 
Administration (26 CFR part 301) 

relating to information reporting 
penalties under sections 6721 and 6722. 
These sections were amended or added 
by section 3091(a) of the Housing 
Assistance Tax Act of 2008 (Div. C of 
the Housing and Economic Recovery 
Act of 2008), Public Law 110–289, 122 
Stat. 2654 (the Act) enacted on July 30, 
2008. These regulations are issued 
under the authority contained in 
sections 6041, 6041A, 6050W, 6051, 
3406, 6721, 6722 and 7805. 

On February 6, 2009, the IRS 
announced that persons who will be 
required to report under section 6050W 
may match Taxpayer Identification 
Numbers (TINs) under the procedures 
established by Rev. Proc. 2003–9. See 
Announcement 2009–6, ‘‘Taxpayer 
Identification Number (‘‘TIN’’) Matching 
Program is Available to Persons 
Required to Make Returns Under New 
Section 6050W of the Internal Revenue 
Code’’ (Announcement 2009–6, 2009–9 
IRB 643 (March 2, 2009)). See 
§ 601.601(d)(2)(ii)(b). 

Notice 2009–19 invited public 
comments regarding guidance under 
section 6050W. See Notice 2009–19, 
‘‘Information Reporting of Payments 
Made in Settlement of Payment Card 
and Third Party Network Transactions’’ 
(Notice 2009–19, 2009–10 IRB 660 
(March 9, 2009)). 

On November 24, 2009, the Treasury 
Department and the IRS published in 
the Federal Register (74 FR 61294) 
proposed regulations (REG–139255–08) 
reflecting the new requirements of the 
Act. The comments received in response 
to Notice 2009–19 were taken into 
account in developing the proposed 
regulations. Written comments were 
also received in response to the 
proposed regulations, and a public 
hearing was held on March 15, 2010. 

Summary of Comments and 
Explanation of Revisions 

Many written comments were 
received and are available for public 
inspection upon request. The comments 
are summarized in this preamble. After 
considering the public comments, the 
Treasury Department and the IRS are 
adopting the proposed regulations as 
revised by this Treasury decision. 

These final regulations provide 
guidance to implement section 6050W, 
which requires information reporting for 
payments made in settlement of 
payment card and third party network 
transactions. These final regulations 
also amend the existing regulations 
under sections 6041 and 6041A to 
provide relief from duplicate reporting 
for certain transactions. In addition, 
these final regulations amend existing 
regulations under sections 6721 and 

6722 to expand the penalty provisions 
of these sections to apply to failures to 
file correct information returns required 
by section 6050W and to furnish correct 
payee statements required by section 
6050W. These final regulations also 
amend existing regulations under 
section 3406 to provide that amounts 
reportable under section 6050W are 
subject to backup withholding. 

Payment Settlement Entity 
Section 6050W(b)(1) provides that the 

term payment settlement entity means, 
in the case of a payment card 
transaction, a merchant acquiring entity; 
and, in the case of a third party network 
transaction, a third party settlement 
organization. Section 6050W(b)(2) 
defines merchant acquiring entity as the 
bank or other organization with the 
contractual obligation to make payment 
to participating payees in settlement of 
payment card transactions. Section 
6050W(b)(3) defines third party 
settlement organization as the central 
organization that has the contractual 
obligation to make payment to 
participating payees of third party 
network transactions. The proposed 
regulations incorporated these statutory 
definitions, which are retained in the 
final regulations. 

Commenters asked how the reporting 
obligation applies when two or more 
persons qualify as payment settlement 
entities for a reportable payment 
transaction. Commenters stated that, 
under certain business models, multiple 
banks or other organizations have the 
contractual obligation to make payment 
to participating payees to settle payment 
card transactions. The final regulations 
provide that, if two or more persons 
qualify as payment settlement entities 
for a reportable payment transaction, 
then only the payment settlement entity 
that in fact makes payment in settlement 
of the reportable payment transaction is 
obligated to report the payment. The 
final regulations clarify that the entity 
that makes a payment in settlement of 
a reportable payment transaction is the 
entity that actually submits the 
instruction to transfer funds to the 
account of the participating payee to 
settle the reportable payment 
transaction. See also the discussion 
under ‘‘Electronic Payment Facilitator’’ 
later in this preamble. 

A commenter requested that, when 
multiple parties qualify as payment 
settlement entities, the parties be 
permitted to designate a reporting party. 
Under the final regulations, only the 
payment settlement entity that in fact 
makes payment is obligated to report the 
payment. Thus, no multiple party 
reporting obligations should arise. 
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Nonetheless, the final regulations 
permit the party with the obligation to 
report to designate a different person to 
satisfy the reporting obligation under 
section 6050W. If, however, the 
designated person fails to satisfy the 
reporting obligation, then the party with 
the obligation to report is liable for any 
applicable penalties under sections 
6721 and 6722. 

Gross Amount 

Section 6050W(a) provides that each 
payment settlement entity must report 
the gross amount of reportable payment 
transactions for each participating 
payee. The proposed regulations 
defined gross amount as the total dollar 
amount of aggregate reportable payment 
transactions for each participating payee 
without regard to any adjustments for 
credits, cash equivalents, discount 
amounts, fees, refunded amounts, or any 
other amounts. 

Several commenters suggested 
defining ‘‘gross amount’’ as net sales, 
taking into account credit transactions, 
chargebacks and other adjustments, on 
the ground that gross amount is not a 
true indicator of revenue. Commenters 
also suggested defining ‘‘gross amount’’ 
as the amount actually paid to a 
merchant. Other commenters favored 
the rule in the proposed regulations that 
would require reporting the gross 
amount of transactions without 
reductions. The final regulations retain 
the proposed rule. The plain language of 
the statute requires reporting the gross 
amount of transactions rather than the 
net amount of transactions or payments. 
The information reported on the return 
required under these regulations is not 
intended to be an exact match of the net, 
taxable, or even the gross income of a 
payee. 

Commenters asked whether the dollar 
amount of each transaction is 
determined on the date of the 
transaction, the settlement date, the date 
that payment is made, the posting date 
or some other date. Because the statute 
requires reporting of the gross amount of 
reportable payment ‘‘transactions,’’ the 
final regulations provide that the dollar 
amount of each reportable payment 
transaction is determined on the date of 
the transaction. 

Several commenters expressed 
concern that defining ‘‘gross amount’’ as 
a number that reflects all positive sales 
transactions without adjustment for any 
items may raise issues related to backup 
withholding. These comments are 
discussed in detail later in this 
preamble. 

Payment Card Transactions 

Section 6050W(c)(2) defines a 
payment card transaction as any 
transaction in which a payment card is 
accepted as payment. Section 
6050W(d)(2) defines a payment card as 
a card issued pursuant to an agreement 
or arrangement that provides for: (1) 
One or more issuers of such cards; (2) 
a network of persons unrelated to each 
other, and to the issuer, who agree to 
accept the cards as payment; and (3) 
standards and mechanisms for settling 
the transactions between the merchant 
acquiring entities and the persons who 
agree to accept the cards as payment. 
Section 6050W(d)(2) further provides 
that the acceptance as payment of any 
account number or other indicia 
associated with a payment card is 
treated as the acceptance of the payment 
card. The proposed regulations 
incorporated these statutory rules. The 
proposed regulations further provided 
that a payment card includes, but is not 
limited to, all credit cards, debit cards, 
and stored-value cards (including gift 
cards). All of these provisions are 
retained in the final regulations. 

Several commenters requested an 
exemption for all private label cards and 
quasi-private label cards. According to 
one commenter, a private label card is 
a card issued by a retailer or financial 
institution that can only be used at one 
retailer, and a quasi-private label card is 
a card issued by a financial institution 
that can be used within a limited 
network of merchants or service 
providers that are unrelated but operate 
within a particular industry or share 
other similar characteristics. Another 
commenter requested that the 
regulations clarify whether a card that is 
accepted as payment by a group of 
merchants operating within a shopping 
mall (a ‘‘mall card’’) is a payment card. 

The final regulations do not provide 
an exemption for private label cards, 
quasi-private label cards and mall cards. 
Private label cards that can only be used 
at one merchant or within a group of 
related merchants do not meet the 
statutory definition of payment card 
because they are not accepted as 
payment by a network of unrelated 
persons. Quasi-private label cards that 
are accepted as payment by a network 
of unrelated merchants or service 
providers are payment cards if the other 
requirements of the statutory definition 
are met. Similarly, a mall card is a 
payment card if it is accepted as 
payment by a network of unrelated 
merchants and the other requirements of 
the statutory definition are met. 
However, if any of the merchants in the 
network are related to the issuer, as 

might be the case in certain campus 
card or mall card transactions, the final 
regulations clarify that no reporting is 
required for any transaction in which 
the card is accepted as payment by the 
related merchant or other payee. The 
final regulations provide additional 
examples to illustrate the treatment of 
private label, quasi-private label and 
mall cards. 

One commenter requested that the 
regulations clarify whether electronic 
benefit transactions are reportable 
transactions under the regulations. 
According to the commenter, electronic 
benefit transactions are transactions 
made on cards or other media issued by 
a governmental unit for benefit 
payments, such as food stamps, welfare 
or unemployment. A card issued by a 
governmental unit for benefits is a 
payment card if, pursuant to an 
agreement, it is accepted as payment by 
a network of unrelated merchants and 
the other requirements of the statutory 
definition are met. Electronic benefit 
transactions for the purchase of goods or 
services, made on a card that meets the 
statutory definition of ‘‘payment card,’’ 
are reportable under section 6050W. In 
contrast, the use of a benefits card to 
obtain cash would not be a reportable 
transaction, as discussed in the next 
paragraph. 

Commenters asked whether the use of 
a payment card solely to obtain a loan 
or cash advance by the cardholder is 
reportable under the regulations. The 
final regulations provide an example to 
clarify that the use of a payment card to 
obtain a loan or cash advance does not 
fall within the statutory definition of 
‘‘payment card transaction’’ because the 
card is not being accepted by a 
merchant as payment. Rather, the 
cardholder is merely using the payment 
card to obtain a loan from the issuer. 
Similarly, the withdrawal of cash from 
an automated teller machine is not a 
payment card transaction because the 
card is not being accepted by a 
merchant as payment. Rather, the card 
is merely being used to obtain funds 
from the cardholder’s own account. 

Commenters also asked whether the 
use of a paper check associated with a 
payment card account (a ‘‘convenience 
check’’) is reportable under the 
regulations. Section 6050W(d)(2) 
provides that the acceptance as payment 
of any account number or other indicia 
associated with a payment card is 
treated as the acceptance of the payment 
card. Convenience checks are processed 
through the banking system in the same 
manner as a traditional check and then 
processed against a cardholder’s 
account as a cash advance. Because 
convenience checks are accepted and 
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processed as checks, not as payment 
cards, the final regulations provide an 
example to clarify that the use of a 
convenience check is not a ‘‘payment 
card transaction.’’ 

Third Party Network Transactions 
Section 6050W(b)(1)(B) provides that, 

in the case of a third party network 
transaction, the payment settlement 
entity is the third party settlement 
organization. Section 6050W(b)(3) 
defines third party settlement 
organization as the central organization 
that has the contractual obligation to 
make payment to participating payees of 
third party network transactions. 
Section 6050W(c)(3) defines third party 
network transaction as any transaction 
that is settled through a third party 
payment network. Section 6050W(d)(3) 
defines third party payment network as 
any agreement or arrangement that: (A) 
involves the establishment of accounts 
with a central organization by a 
substantial number of persons who (i) 
are unrelated to such organization, (ii) 
provide goods or services, and (iii) have 
agreed to settle transactions for the 
provision of such goods or services 
pursuant to such agreement or 
arrangement; (B) provides for standards 
and mechanisms for settling such 
transactions; and (C) guarantees persons 
providing goods or services pursuant to 
an agreement or arrangement that those 
persons will be paid for providing those 
goods or services. 

The proposed regulations 
incorporated these statutory definitions. 
The proposed regulations also provided 
that, consistent with the Joint 
Committee on Taxation (JCT) technical 
explanation, a central organization is a 
third party settlement organization that 
is required to report to the extent it 
provides a third party payment network 
that enables purchasers to transfer funds 
to providers of goods and services. 
These provisions are retained in the 
final regulations. 

One commenter suggested that the 
regulations also incorporate the rule in 
section 6050W(d)(3) that a third party 
payment network does not include any 
agreement or arrangement that provides 
for the issuance of payment cards. The 
final regulations adopt this suggestion. 

Healthcare Networks and Self-Insurance 
Arrangements 

The proposed regulations included an 
example to demonstrate that health 
insurance networks are outside the 
scope of section 6050W because a 
healthcare network does not enable the 
transfer of funds from buyers to sellers. 
Instead, health carriers collect 
premiums from covered persons 

pursuant to a plan agreement between 
the health carrier and the covered 
person for the cost of participation in 
the healthcare network. Separately, 
health carriers pay healthcare providers 
to compensate providers for services 
rendered to covered persons pursuant to 
provider agreements. This example is 
retained in the final regulations. 

A commenter requested that the final 
regulations clarify that a self-insurance 
arrangement is also outside the scope of 
section 6050W. According to the 
commenter, a typical self-insurance 
arrangement involves a health insurance 
entity, healthcare providers, and the 
company that is self-insuring. The 
company submits bills for services 
rendered by a healthcare provider to the 
health insurance entity. The health 
insurance entity pays the healthcare 
provider the contracted rate and then 
debits the self-insuring company’s bank 
account for the payments made to the 
healthcare providers. 

This suggestion was not adopted 
because this arrangement could create a 
third party payment network of which 
the health insurance entity is the third 
party settlement organization to the 
extent that the health insurance entity 
effectively enables buyers (the self- 
insuring companies) to transfer funds to 
sellers of healthcare goods or services. If 
so, payments under a self-insurance 
arrangement are reportable provided the 
arrangement meets both the statutory 
definition of a third party payment 
network and the de minimis threshold 
(that is, for a given payee, the aggregate 
payments for the year exceed $20,000 
and the aggregate number of 
transactions exceeds 200). 

Electronic Checks, Bill Paying Services 
and Other Electronic Payment 
Acceptance Products 

Several commenters requested that 
the final regulations exclude electronic 
checks, bill paying services, and other 
electronic payment acceptance products 
from the scope of section 6050W. 
Financial institutions offer a wide array 
of services to allow individual and 
business customers to make and receive 
payments. Whether arrangements 
involving electronic checks, bill paying 
services or other electronic payment 
acceptance products fall within the 
statutory definition of ‘‘third party 
payment network’’ depends on the facts 
and circumstances. For example, a 
customer initiated bill payment by 
means of an electronic check from the 
customer’s bank account to the 
merchant is merely an electronic 
transfer of funds from the buyer to the 
seller that would generally not meet the 

definition of a third party payment 
network. 

In contrast, in certain arrangements, a 
third party entity may facilitate bill 
payment and presentment. According to 
one commenter, many financial 
institutions offer products and services 
that allow a commercial customer who 
provides goods or services to (1) send a 
purchase invoice electronically to 
customers; and (2) accept payment from 
these customers by automated 
clearinghouse (ACH) transfer. In these 
arrangements, the financial institution 
typically enters into an agreement with 
the merchant customer to settle 
payment transactions to an account the 
merchant has established at the 
financial institution. The individual or 
business that has purchased goods or 
services from the merchant is not 
required to establish an account with 
the financial institution. For payments 
that are made by ACH transfer, the 
financial institution will initiate 
payment through the ACH network. 
Commenters contend that these 
arrangements should not qualify as third 
party payment networks because the 
arrangements require merchants to 
establish accounts with a financial 
institution to accept electronic payment 
services but do not also require 
purchasers to establish accounts with 
the same financial institution. The 
commenters requested modifying the 
definition of a third party payment 
network to require purchasers to 
establish accounts with the same central 
organization as the merchant providers 
in order to participate in the 
arrangement. 

This suggestion was not adopted. The 
portion of the statutory definition of 
‘‘third party payment network’’ relating 
to accounts requires only that the 
agreement or arrangement involve the 
establishment of accounts with a central 
organization by a substantial number of 
unrelated persons who provide goods or 
services and have agreed to settle 
transactions for the provision of goods 
or services pursuant to the agreement or 
arrangement. Nothing in this definition 
requires purchasers also to have 
established accounts with the same 
central organization. Therefore, a 
financial institution that enters into an 
agreement or arrangement with its 
merchant customers to settle payment 
transactions to an account the merchant 
customer has established at the financial 
institution may be operating a ‘‘third 
party payment network’’ if the 
agreement or arrangement with these 
merchants involves the establishment of 
accounts with a central organization by 
a substantial number of unrelated 
persons who provide goods or services 
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and have agreed to settle transactions 
for the provision of goods or services 
pursuant to the agreement or 
arrangement, and the central 
organization guarantees payment to 
those persons for the goods or services. 

Automated Clearing House (ACH) 
Networks 

The proposed regulations provided 
that an ACH network is not a third party 
payment network. As explained in the 
preamble to the proposed regulations, 
an ACH merely processes electronic 
payments between payors and payees, 
and does not itself have contractual 
agreements with payees to use the ACH 
network. Thus, the ACH does not meet 
the statutory definition of a ‘‘third party 
settlement organization.’’ 

A commenter asked that the 
regulations provide that an ACH 
processor is not a third party settlement 
organization of a third party payment 
network. According to the commenter, 
an ACH processor provides a variety of 
ACH payment processing services to a 
large number of merchants, such as 
converting checks received in payment 
of bills into ACH transactions. The ACH 
processor groups payment transactions 
into an ACH file and transmits the ACH 
file into the ACH network on behalf of 
merchants in order to initiate payment 
to merchants through the ACH network. 
The ACH processor will make the 
payment to the merchant after the ACH 
network verifies that the customers’ 
accounts have sufficient funds. 

This request was not adopted. An 
ACH processor’s agreement or 
arrangement with merchants could 
potentially create an independent third 
party payment network separate from 
the ACH network of which the ACH 
processor is the third party settlement 
organization. Because the ACH itself is 
not a third party settlement 
organization, a party that makes 
payment on behalf of an ACH cannot be 
an electronic payment facilitator 
because it is not acting on behalf of a 
payment settlement entity. Nonetheless, 
an entity that initiates ACH entries into 
an ACH network on behalf of merchants 
may itself be operating a network that 
falls within the statutory definition of 
‘‘third party payment network’’ if the 
entity has a separate agreement or 
arrangement with these merchants that: 
(A) involves the establishment of 
accounts with the entity by a substantial 
number of merchants or other persons 
who (i) are unrelated to the entity, (ii) 
provide goods or services, and (iii) have 
agreed to settle transactions for the 
provision of such goods or services 
pursuant to such agreement or 
arrangement; (B) provides for standards 

and mechanisms for settling such 
transactions; and (C) guarantees persons 
providing goods or services pursuant to 
such agreement or arrangement that 
those persons will be paid for providing 
such goods or services. Whether an 
entity that initiates ACH entries into an 
ACH network has such a separate 
agreement or arrangement with 
merchants depends on the facts and 
circumstances. As stated earlier, the 
statutory definition of ‘‘third party 
payment network’’ does not require that 
this entity also have an agreement or 
arrangement with purchasers. 

Electronic Payment Facilitators 
Section 6050W(b)(4)(B) requires that, 

if an electronic payment facilitator or 
other third party ‘‘makes payments in 
settlement of reportable payment 
transactions on behalf of the payment 
settlement entity,’’ the electronic 
payment facilitator must report in lieu 
of the payment settlement entity. The 
proposed regulations incorporated this 
statutory requirement, which is retained 
in the final regulations. 

Commenters requested that the final 
regulations clarify what it means to 
‘‘make payments in settlement of 
reportable payment transactions on 
behalf of the payment settlement entity.’’ 
According to one commenter, when a 
merchant acquiring bank employs the 
services of a third party processor, the 
settlement obligation remains with the 
merchant acquiring bank. Another 
commenter stated that certain payment 
settlement entities, such as independent 
sales organizations (ISOs), use a 
‘‘sponsoring bank’’ or other third party to 
do their payment processing. According 
to the commenter, it is not clear whether 
this third party processor is an 
electronic payment facilitator because 
the processor does not have a contract 
with the participating payee. 
Additionally, this processor generally 
would only know the net amount of the 
payment and would not have the 
information necessary to report the 
gross amount of the reportable payment 
transaction. Another commenter 
suggested defining ‘‘electronic payment 
facilitator’’ as the party who contracts 
with a payment settlement entity to 
‘‘facilitate the settlement (directly or 
indirectly)’’ of reportable payment 
transactions on behalf of the payment 
settlement entity. 

In response to these comments, the 
final regulations provide that a payment 
settlement entity (or an electronic 
payment facilitator acting on behalf of a 
payment settlement entity) makes a 
payment in settlement of a reportable 
payment transaction if the payment 
settlement entity (or its facilitator) 

submits the instruction to transfer funds 
to the account of the participating payee 
to settle the reportable payment 
transaction. In cases involving a 
processor, the processor need not have 
any agreement or arrangement with the 
payee to qualify as an electronic 
payment facilitator. The statute requires 
only that the facilitator act on behalf of 
the payment settlement entity. Also, the 
payment need not come from the 
processor’s account. The processor need 
only submit the instruction to transfer 
funds from the payment settlement 
entity’s account. If a processor merely 
prepares payment instructions for the 
payment settlement entity, which in 
turn submits these instructions to 
initiate the transfer of funds, then the 
processor is not an electronic payment 
facilitator, and the payment settlement 
entity retains the reporting obligation. 
Electronic payment facilitators that do 
not know the gross amount of each 
reportable payment transaction are 
expected to obtain this information from 
the payment settlement entity. The final 
regulations include additional examples 
applying the electronic payment 
facilitator rule. 

A commenter also expressed concern 
that merchants might only be aware of 
the merchant acquiring bank or other 
payment settlement entity and might, 
therefore, be confused when receiving 
statements from the electronic payment 
facilitator. To address this concern, 
Form 1099–K, ‘‘Merchant Card and 
Third Party Payments,’’ will include the 
identifying information of both the 
payment settlement entity and the 
electronic payment facilitator. In 
addition, the payee’s copy of Form 
1099–K will describe the entities that 
are shown on the form. 

Participating Payee—Foreign Address 
Exclusion 

Section 6050W(d)(1)(B) provides that, 
except as provided by the Secretary in 
regulations or other guidance, the term 
participating payee does not include 
any person with a foreign address (the 
‘‘address rule’’). The proposed 
regulations did not exclude persons 
with foreign addresses from the term 
participating payee, although the 
proposed regulations did provide that in 
many cases a payment settlement entity 
may rely on a foreign address to avoid 
reporting. Specifically, the proposed 
regulations provided that a payment 
settlement entity that is not a United 
States (U.S.) payor or U.S. middleman 
may rely on a foreign address for a 
participating payee to avoid reporting as 
long as the payor neither knows nor has 
reason to know that the payee is a U.S. 
person. The proposed regulations also 
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provided that a payment settlement 
entity that is a person described as a 
U.S. payor or U.S. middleman in 
§ 1.6049–5(c)(5) is not required to report 
payments to payees with a foreign 
address as long as, prior to payment, the 
payee has provided the payor with 
documentation upon which the payor 
may rely to treat the payment as made 
to a foreign person in accordance with 
§ 1.1441–1(e)(1)(ii). 

Commenters expressed concern that 
the proposed regulations treat U.S. and 
non-U.S. payors inconsistently and may 
impose overly burdensome 
documentation requirements on U.S. 
payors, and requested that the address 
rule apply to U.S. and non-U.S. payors 
alike. Alternatively, commenters 
requested that documentation and 
records maintained consistent with 
section 326 of the USA PATRIOT Act 
(‘‘Patriot Act’’), 31 U.S.C. 5318(l), should 
satisfy the documentation requirements 
for U.S. payors under these regulations. 

The final regulations do not adopt 
these recommendations. The final 
regulations do not adopt the suggestion 
that the documentation standards be 
made consistent with the Patriot Act 
because the customer identification 
requirements under the Patriot Act are 
not intended to identify U.S. taxpayers 
and do not adequately address the tax 
administration concerns of section 
6050W. 

The final regulations also do not 
extend the address rule to payment 
settlement entities that are U.S. payors. 
The Treasury Department and the IRS 
understand from meeting with affected 
parties that payment settlement entities 
do not currently rely solely on an 
address to identify a participating payee 
because payment settlement entities 
have a business interest in verifying the 
identity of the participating payee due 
to the credit and reputational risks 
inherent in payment card transactions. 
The Treasury Department and the IRS 
have a similar compliance interest in 
ensuring that the participating payee’s 
identity is verified, and applying the 
address rule generally to payment 
settlement entities that are U.S. payors 
does not adequately address those 
concerns. For example, where a 
participating payee receives payment 
from a U.S. person inside the United 
States or to a U.S. account, the Treasury 
Department and the IRS believe it is 
appropriate to require the participating 
payee to complete a Form W–8BEN (or 
other appropriate certification) thereby 
certifying its foreign status and whether 
the payment constitutes income that is 
effectively connected with the conduct 
of a trade or business in the United 

States, as required under the proposed 
and final regulations. 

To address the concerns of certain 
commenters regarding the burden that 
would be involved in re-documenting 
existing participating payees, however, 
the final regulations provide a transition 
rule. For payments made pursuant to 
contractual obligations entered into 
before January 1, 2011, a payment 
settlement entity that is a U.S. payor or 
middleman may rely on a foreign 
address as long as the U.S. payor or 
middleman neither knows nor has 
reason to know that the payee is a U.S. 
person. For this limited purpose, a 
renewal of such a contractual obligation 
will not result in a new contractual 
obligation unless there is a material 
modification of the contractual 
obligation. 

In addition, the final regulations 
provide a presumption under which a 
payment settlement entity that is a U.S. 
payor or middleman making a payment 
outside the United States to an offshore 
account (as defined in § 1.6049–5(c)(1)) 
need not report payments to a 
participating payee with only a foreign 
address if the name of the participating 
payee indicates that it is a foreign per 
se corporation listed in § 301.7701– 
2(b)(8)(i) and the payment settlement 
entity neither knows nor has reason to 
know that the participating payee is a U. 
S. person. The final regulations also 
provide a grace period after account 
opening to collect documentation by 
applying the grace period rules of 
§ 1.6049–5(d)(2)(ii) if the participating 
payee has only a foreign address. 

Payment settlement entities that are 
not U.S. payors or middlemen are not 
required to make a return of information 
if the participating payee does not have 
a U.S. address as long as the payment 
settlement entity does not know or have 
reason to know that the payee is a U.S. 
person. Commenters requested 
additional guidance for situations in 
which a participating payee has both a 
foreign address and a U.S. address. 
Under the final regulations, if the 
participating payee has any U.S. 
address, the non-U.S. payment 
settlement entity may treat the 
participating payee as a foreign person 
only if the non-U.S. payment settlement 
entity has in its files documentation 
upon which the payment settlement 
entity may rely to treat the payment as 
made to a foreign person in accordance 
with § 1.1441–1(e)(1)(ii). 

Payments Made in Currencies Other 
Than the United States Dollar 

Several commenters requested that 
the final regulations provide a rule for 
the conversion into U.S. dollars of 

amounts paid in foreign currency. This 
suggestion was adopted. The final 
regulations provide that when a 
payment is made or received in a 
foreign currency, the U.S. dollar amount 
is determined by converting such 
foreign currency into U.S. dollars on the 
date of the transaction at the spot rate 
(as defined in § 1.988–1(d)(1)) or 
pursuant to a reasonable spot rate 
convention, such as a month-end spot 
rate or a monthly average spot rate. 

Duplicate Reporting of the Same 
Transaction 

Section 6050W(g) provides that the 
Secretary may prescribe regulations or 
other guidance as necessary or 
appropriate to carry out section 6050W, 
including rules to prevent the reporting 
of the same transaction more than once. 
The proposed regulations provided that 
any payment card transaction that 
otherwise would be reportable under 
both sections 6041 and 6050W must be 
reported under section 6050W and not 
section 6041. Relief from reporting 
under section 6041 was not provided in 
the proposed regulations, however, for 
third party network transactions 
because these transactions are not 
subject to reporting under section 
6050W unless the de minimis threshold 
(more than 200 transactions aggregating 
more than $20,000 per calendar year for 
a given payee) is met. Nor was relief 
provided from reporting under section 
6050W and other Code sections, 
including section 3402(t) (relating to 
withholding on certain payments made 
by government entities). The proposed 
regulations requested additional 
comments regarding the application of a 
rule to prevent the reporting of the same 
transaction more than once. 

Numerous commenters requested that 
relief from duplicate reporting under 
both sections 6050W and 6041 be 
extended to include third party network 
transactions. This suggestion was 
adopted. Accordingly, the final 
regulations provide that payment card 
and third party network transactions 
that otherwise would be reportable 
under both sections 6041 and 6050W 
must be reported under section 6050W 
and not section 6041. The final 
regulations also provide that, solely for 
purposes of determining whether a 
payor is eligible for relief from reporting 
under section 6041, the de minimis 
threshold for third party network 
transactions in § 1.6050W–1(c)(4) is 
disregarded because the section 6041 
payor will be unable to determine 
whether the de minimis threshold 
applies. 

Commenters also requested relief 
from duplicate reporting under both 
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sections 6050W and 3402(t). However, 
commenters have indicated that 
merchant acquiring banks and other 
payment settlement entities would have 
administrative difficulty in determining 
whether payment card and third party 
network transactions will be subject to 
withholding and reporting under 
section 3402(t). Therefore, the final 
regulations do not provide relief for 
transactions that would otherwise be 
reported under both sections 6050W 
and 3402(t). However, the Treasury 
Department and the IRS are continuing 
to consider whether relief could be 
provided under section 3402(t) or 
section 6050W. 

Several commenters requested relief 
from duplicate reporting of the same 
transaction under both sections 6050W 
and 6041A (relating to returns regarding 
payments of remuneration for services 
and direct sales). This suggestion was 
adopted for payment card transactions 
and third party network transactions 
subject to section 6041A(a). The final 
regulations provide that any transaction 
that would otherwise be reported under 
both sections 6050W and 6041A(a) must 
be reported under section 6050W and 
not section 6041A(a). 

Similar relief from duplicate reporting 
of the same transaction under both 
sections 6050W and 6041A(b) is not 
warranted, however, because sections 
6050W and 6041A(b) report different 
types of information and serve different 
purposes. Section 6041A(b) provides 
that if any person engaged in a trade or 
business, in the course of the trade or 
business during any calendar year, sells 
$5,000 or more of consumer goods to 
any buyer on a buy-sell basis, a deposit- 
commission basis, or any similar basis, 
for resale in the home or other than in 
a permanent retail establishment, that 
person must file a return reporting the 
amount of the sales to the buyer during 
the calendar year. Thus, unlike section 
6050W, which requires payors to report 
information about payments to sellers, 
section 6041A(b) requires sellers of 
certain consumer products to report 
information about payments from 
buyers. Therefore, the final regulations 
do not provide relief for transactions 
that are reportable under both sections 
6050W and 6041A(b). 

Electronic Consent Procedures 
Section 6050W(f) provides that payee 

statements may be furnished 
electronically. Prior to the proposed 
regulations, commenters requested that 
the existing procedures for payee 
statements be modified to eliminate the 
requirement for an affirmative consent 
to receive the payee statement under 
section 6050W electronically. This 

request was not adopted in the proposed 
regulations. Instead, additional 
comments were requested on electronic 
consent procedures. 

Many commenters suggested 
eliminating the requirement for an 
affirmative consent to receive the payee 
statement electronically. Commenters 
requested that merchants already 
receiving business communications 
electronically be deemed to have 
consented to receive electronic payee 
statements under section 6050W. 
Commenters also suggested eliminating 
the requirement to notify payees about 
electronic payee statements in a 
separate communication. Commenters 
suggested permitting merchants 
receiving paper communications to 
consent to electronic payee statements 
by logging onto a website to indicate 
their consent, with no further written 
consent required. 

In response to these comments, the 
final regulations simplify existing 
electronic consent procedures. Section 
1.6050W–2 provides that a recipient 
consents to receive the statement 
required under section 6050W in an 
electronic format either by making an 
affirmative consent or, in the 
alternative, by previously having 
consented to receive from the furnisher 
other federal tax statements in an 
electronic format. The consent may be 
made electronically in any manner that 
reasonably demonstrates that the 
recipient can access the statement in the 
electronic format in which it will be 
furnished to the recipient. Alternatively, 
the consent may be made in a paper 
document if it is confirmed 
electronically. Section 1.6050W–2 sets 
forth the procedures for meeting the 
consent requirements. 

Time, Form and Manner for Reporting 
Section 6050W(a) provides that the 

return required under this section shall 
be made at the time and in the form and 
manner as required by regulations. The 
proposed regulations provided that the 
return required by section 6050W must 
be made according to the forms and 
instructions published by the IRS. Form 
1099–K, ‘‘Merchant card and third-party 
payments,’’ requires annual reporting, 
with respect to each participating payee, 
of the gross amount of the aggregate 
reportable payment transactions for the 
calendar year and the gross amount of 
the aggregate reportable transactions for 
each month of the calendar year. 

A commenter expressed concern that 
the requirement for monthly amounts to 
be reported on Form 1099–K would be 
burdensome for small businesses and 
sole proprietors. The final rules retain 
the proposed rule because the inclusion 

of monthly amounts on the return filed 
with the IRS and furnished to the payee 
will aid in reconciling payment card 
and third party network transactions for 
fiscal year payees. 

Backup Withholding 
The Act amended section 3406(b)(3) 

to provide that amounts reportable 
under section 6050W are subject to 
backup withholding requirements, 
effective for amounts paid after 
December 31, 2011. The proposed 
regulations proposed to amend existing 
regulations under section 3406 to 
provide that persons making 
information returns with respect to any 
reportable payment under section 
6050W made after December 31, 2011, 
are included in the definition of 
‘‘payors’’ obligated to backup withhold. 

Section 6050W(d)(1)(C) provides that, 
for purposes of section 6050W, the 
definition of participating payee 
includes any governmental unit. The 
proposed regulations incorporated this 
statutory provision. One commenter 
asked whether reportable payments 
made to governmental units are subject 
to backup withholding under section 
3406(a). The Act amended section 
3406(b) to provide that reportable 
payments subject to information 
reporting under section 6050W are 
subject to backup withholding if a 
condition for backup withholding, as set 
forth in section 3406(a)(1), exists. The 
Act, however, did not eliminate any of 
the existing statutory exceptions to 
backup withholding. For example, 
section 3406(g) provides that backup 
withholding under section 3406(a) shall 
not apply to any payment made to any 
organization or governmental unit 
described in subparagraph (B), (C), (D), 
(E), or (F) of section 6049(b)(4). The 
final regulations make no changes to the 
existing statutory exceptions to backup 
withholding. 

As discussed earlier in this preamble, 
several commenters stated that defining 
‘‘gross amount’’ as a number that reflects 
all positive sales transactions on the 
date of the transaction, without 
adjustment for any items, may 
complicate backup withholding, which 
is generally imposed on the amount of 
the payment at the time of payment 
rather than on the amount of the 
transaction at the time of the 
transaction. The amount reportable 
under section 6050W is the gross 
amount of the transaction on the date of 
the transaction, which may differ from 
the amount and date of the payment 
(potentially a net amount paid on a later 
date). In response to these comments, 
the final regulations clarify that the 
obligation to withhold arises on the date 
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of the transaction. A payor is not 
required, however, to satisfy its 
withholding liability until the time that 
payment is made. The amount withheld 
is based on the total reportable amount, 
that is, the gross amount of the 
transaction. 

A commenter stated that on the date 
of payment, the payee’s account may 
have insufficient funds available for 
backup withholding. For example, if 
sales returns exceed positive sales 
transactions for the transaction period, a 
merchant’s account balance could be 
less than the required amount of backup 
withholding or even zero. In response to 
this concern, the final regulations allow 
backup withholding from an alternate 
source maintained by the payor for the 
payee if the payee’s account has 
insufficient funds. The final regulations 
further provide that if the payor cannot 
locate an alternative source of cash from 
which to backup withhold, the payor 
may defer its obligation to backup 
withhold until the earlier of the date on 
which the payee’s account has sufficient 
funds or the close of the fourth calendar 
year after the obligation arose. At the 
close of the fourth calendar year after 
the backup withholding obligation 
arose, if the payor has not located an 
alternate source from which to backup 
withhold, and the account has 
insufficient funds, then the backup 
withholding obligation will cease to 
exist. 

Finally, the final regulations clarify 
how to apply the backup withholding 
rules to third party network 
transactions, which are subject to a de 
minimis rule. In general, the amount 
that is subject to withholding under 
section 3406 is the amount subject to 
reporting under section 6050W. Section 
3406(b)(4) provides that the 
determination of whether a payment is 
a reportable payment for purposes of 
backup withholding is made without 
regard to any minimum amount that 
must be paid before a return is required. 
Accordingly, the final regulations 
provide that, in the case of payments 
made in settlement of third party 
network transactions, the amount 
subject to withholding under section 
3406 is determined without regard to 
the exception for de minimis payments 
by third party settlement organizations 
in section 6050W(e) and the final 
regulations in this document. 

Penalties 
The Act amended section 6724(d) by 

adding returns required by section 
6050W to the definition of information 
return for purposes of penalties for 
failure to comply with certain reporting 
requirements. The proposed regulations 

proposed to amend the regulations to 
add reportable payments under section 
6050W to the list of information returns 
subject to the penalties under section 
6721 (failure to file correct information 
returns) and section 6722 (failure to 
furnish correct payee statements). The 
final regulations adopt these 
amendments. 

Commenters requested that the final 
regulations specifically waive penalties 
for persons who have made a reasonable 
and good faith effort to implement 
section 6050W reporting and related 
backup withholding but who fail to 
comply. This suggestion was not 
adopted because the existing regulations 
under section 6724 provide extensive 
guidance for waiver of penalties due to 
reasonable cause for failure to file 
correct information returns and failure 
to furnish correct payee statements. The 
IRS will continue to work closely with 
stakeholders to ensure the smooth 
implementation of the provisions in 
these regulations, including, in general, 
the mitigation of penalties in the early 
stages of implementation, except for 
particularly egregious cases. 

Effective/Applicability Dates 
The regulations under sections 6041, 

6041A, 6050W, 6051, 6721 and 6722 
apply to returns for calendar years 
beginning after December 31, 2010. The 
regulations under section 3406 apply to 
amounts paid after December 31, 2011. 

Special Analyses 
It has been determined that this final 

rule is not a significant regulatory action 
as defined in Executive Order 12866. 
Therefore, a regulatory assessment is not 
required. It also has been determined 
that section 553(b) of the Administrative 
Procedure Act (5 U.S.C. chapter 5) does 
not apply to these regulations. Pursuant 
to the Regulatory Flexibility Act (5 
U.S.C. chapter 6), it is hereby certified 
that the regulations will not have a 
significant economic impact on a 
substantial number of small entities. 
This certification is based on the fact 
that the persons required to report 
under section 6050W, payment 
settlement entities, will generally not be 
small businesses. Merchant acquiring 
entities, the payment settlement entities 
required to report payment card 
transactions, will primarily be banks 
with over $175 million in assets. Third 
party settlement organizations, the 
payment settlement entities required to 
report third party network transactions, 
will generally not be small entities by 
virtue of the definition of a third party 
payment network, which requires the 
establishment of accounts with a central 
organization (the third party settlement 

organization) by a substantial number of 
persons. Further, section 6050W(e) 
provides a de minimis exception that 
exempts third party settlement 
organizations from reporting 
transactions with respect to a payee if 
the aggregate amount of such 
transactions does not exceed $20,000 or 
the aggregate number of such 
transactions does not exceed 200. The 
Treasury Department and the IRS certify 
that the regulations in this document 
will not have a significant economic 
impact on a substantial number of small 
entities. Pursuant to section 7805(f) of 
the Code, the notice of proposed 
rulemaking preceding these regulations 
was submitted to the Chief Counsel for 
Advocacy of the Small Business 
Administration for comment on their 
impact on small business. 

Drafting Information 

The principal author of these 
proposed regulations is Barbara Pettoni, 
Office of Associate Chief Counsel 
(Procedure and Administration). 

List of Subjects 

26 CFR Part 1 

Income taxes, Reporting and 
recordkeeping requirements. 

26 CFR Part 31 

Employment taxes, Fishing Vessels, 
Gambling, Income taxes, Penalties, 
Pensions, Railroad retirement, Reporting 
and recordkeeping requirements, Social 
security, Unemployment compensation. 

26 CFR Part 301 

Administrative practice and 
procedure, Alimony, Bankruptcy, Child 
support, Continental shelf, Courts, 
Crime, Employment taxes, Estate taxes, 
Excise taxes, Gift taxes, Income taxes, 
Investigations, Law enforcement, Oil 
pollution, Penalties, Pensions, 
Reporting and recordkeeping 
requirements, Seals and insignia, 
Statistics and taxes. 

Adoption of Amendments to the 
Regulations 

■ Accordingly, 26 CFR parts 1, 31 and 
301 are amended as follows: 

PART 1—INCOME TAXES 

■ Paragraph 1. The authority citation 
for part 1 continues to read in part as 
follows: 

Authority: 26 U.S.C. 7805. 

■ Par. 2. Section 1.6041–1 is amended 
by adding a sentence at the end of 
paragraph (a)(1)(ii), adding paragraphs 
(a)(1)(iv) and (a)(1)(v), and revising 
paragraph (j) to read as follows: 
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§ 1.6041–1 Return of information as to 
payments of $600 or more. 

(a) * * * 
(1) * * * 
(i) * * * 
(ii) * * * For payment card 

transactions (as described in § 1.6050W– 
1(b)) and third party network 
transactions (as defined in § 1.6050W– 
1(c)) required to be reported on 
information returns required under 
section 6050W (relating to payment card 
and third party network transactions), 
see special rules in § 1.6041–1(a)(1)(iv). 
* * * * * 

(iv) Information returns required 
under section 6050W for calendar years 
beginning after December 31, 2010. For 
payments made by payment card (as 
defined in § 1.6050W–1(b)(3)) or 
through a third party payment network 
(as defined in § 1.6050W–1(c)(3)) after 
December 31, 2010, that are required to 
be reported on an information return 
under section 6050W (relating to 
payment card and third party network 
transactions), the following rule applies. 
Transactions that are described in 
paragraph (a)(1)(ii) of this section that 
otherwise would be subject to reporting 
under both sections 6041 and 6050W 
are reported under section 6050W and 
not section 6041. For provisions relating 
to information reporting for payment 
card and third party network 
transactions, see § 1.6050W–1. Solely 
for purposes of this paragraph, the de 
minimis threshold for third party 
network transactions in § 1.6050W– 
1(c)(4) is disregarded in determining 
whether the transaction is subject to 
reporting under section 6050W. 

(v) Examples. The provisions of 
paragraph (a)(1)(iv) of this section are 
illustrated by the following examples: 

Example 1. Restaurant owner A, in the 
course of business, pays $600 of fixed or 
determinable income to B, a repairman, by 
credit card. B is one of a network of unrelated 
persons that has agreed to accept A’s credit 
card as payment under an agreement that 
provides standards and mechanisms for 
settling the transactions between a merchant 
acquiring bank and the persons who accept 
the cards. Merchant acquiring bank Y is 
responsible for making the payment to B. 
Under paragraph (a)(1)(iv) of this section, A, 
as payor, is not required to file an 
information return under section 6041 with 
respect to the transaction because Y, as the 
payment settlement entity for the payment 
card transaction, is required to file an 
information return under section 6050W. 

Example 2. Restaurant owner A, in the 
course of business, pays $600 of fixed or 
determinable income to B, a repairman, 
through a third party payment network. B is 
one of a substantial number of persons who 
have established accounts with Y, a third 
party settlement organization that provides 
standards and mechanisms for settling the 

transactions and guarantees payments to 
those persons for goods or services purchased 
through the network. Y is responsible for 
making the payment to B. Under paragraph 
(a)(1)(iv) of this section, A, as payor, is not 
required to file an information return under 
section 6041 with respect to the transaction 
because the transaction is a third party 
network transaction that is subject to 
reporting under section 6050W. Solely for 
purposes of determining whether A is 
eligible for relief from reporting under 
section 6041, the de minimis threshold for 
third party network transactions in 
§ 1.6050W–1(c)(4) is disregarded. 

* * * * * 
(j) Effective/applicability date. The 

provisions of paragraphs (b), (c), (e), and 
(f) of this section apply to payments 
made after December 31, 2002. The 
provisions of paragraphs (a)(1)(iv) and 
(a)(1)(v) apply to payments made after 
December 31, 2010. 
■ Par. 3. Section 1.6041A–1 is amended 
by adding paragraph (d)(4) to read as 
follows: 

§ 1.6041A–1 Returns regarding payments 
of remuneration for services and certain 
direct sales. 

* * * * * 
(d) * * * 
(4) Information returns required under 

section 6050W for calendar years 
beginning after December 31, 2010. (i) 
For payments made by payment card (as 
defined in § 1.6050W–1(b)(3)) or 
through a third party payment network 
(as defined in § 1.6050W–1(c)(3)) after 
December 31, 2010, that are required to 
be reported on an information return 
under section 6050W (relating to 
payment card and third party network 
transactions), the following rule applies. 
Transactions that otherwise would be 
reportable under both sections 6041A(a) 
and 6050W are reported under section 
6050W and not section 6041A(a). For 
provisions relating to information 
reporting for payment card transactions 
and third party network transactions, 
see § 1.6050W–1. Solely for purposes of 
this paragraph, the de minimis 
threshold for third party network 
transactions in § 1.6050W–1(c)(4) is 
disregarded in determining whether the 
transaction is subject to reporting under 
section 6050W. 

(ii) Examples. The provisions of 
paragraph (d)(4) of this section are 
illustrated by the following examples: 

Example 1. Service-recipient A, in the 
course of its business, pays remuneration of 
$600 to service provider B by credit card for 
services performed by B. B is one of a 
network of unrelated persons that has agreed 
to accept A’s credit card as payment under 
an agreement that provides standards and 
mechanisms for settling the transactions 
between a merchant acquiring bank and the 

persons who accept the cards. Merchant 
acquiring bank Y is responsible for making 
the payment to B. Under paragraph (d)(4)(i) 
of this section, A is not required to file an 
information return under section 6041A(a) 
with respect to the transaction because Y, as 
the payment settlement entity for the 
payment card transaction, is required to file 
an information return under section 6050W. 

Example 2. Service-recipient A, in the 
course of business, pays $600 of fixed or 
determinable income to B, a repairman, 
through a third party payment network. B is 
one of a substantial number of persons who 
have established accounts with Y, a third 
party settlement organization that provides 
standards and mechanisms for settling the 
transactions and guarantees payments to 
those persons for goods or services purchased 
through the network. Y is responsible for 
making the payment to B. Under paragraph 
(d)(4)(i) of this section, A is not required to 
file an information return under section 
6041A(a) with respect to the transaction 
because the transaction is a third party 
network transaction that is subject to 
reporting under section 6050W. Solely for 
purposes of determining whether the 
transaction is subject to reporting under 
section 6050W, the de minimis threshold for 
third party network transactions in 
§ 1.6050W–1(c)(4) is disregarded. 

(iii) Effective/applicability date. 
Paragraph (d)(4) of this section applies 
to payments made by payment card or 
through a third party payment network 
after December 31, 2010. 
* * * * * 
■ Par. 4. Section 1.6050W–1 is added to 
read as follows: 

§ 1.6050W–1 Information reporting for 
payments made in settlement of payment 
card and third party network transactions. 

(a) In general—(1) General rule. Every 
payment settlement entity, as defined in 
paragraph (a)(4) of this section, must file 
an information return for each calendar 
year with respect to payments made in 
settlement of reportable payment 
transactions, as defined in paragraph 
(a)(3) of this section, setting forth the 
following information: 

(i) The name, address, and taxpayer 
identification number (TIN) of each 
participating payee, as defined in 
paragraph (a)(5) of this section, to whom 
one or more payments in settlement of 
reportable payment transactions are 
made. 

(ii) With respect to each participating 
payee, the gross amount, as defined in 
paragraph (a)(6) of this section, of— 

(A) The aggregate reportable payment 
transactions for the calendar year; and 

(B) The aggregate reportable payment 
transactions for each month of the 
calendar year. 

(iii) Any other information required 
by the form, instructions or current 
revenue procedures. 

(2) Payments in settlement of 
reportable payment transactions. A 
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payment settlement entity, as defined in 
paragraph (a)(4) of this section (or an 
electronic payment facilitator, as 
defined in paragraph (d)(2) of this 
section), makes a payment in settlement 
of a reportable payment transaction if 
the payment settlement entity (or 
electronic payment facilitator) submits 
the instruction to transfer funds to the 
account of the participating payee for 
purposes of settling the reportable 
payment transaction. 

(3) Reportable payment transaction. 
The term reportable payment 
transaction means any payment card 
transaction (as defined in paragraph 
(b)(1) of this section) and any third party 
network transaction (as defined in 
paragraph (c)(1) of this section). 

(4) Payment settlement entity—(i) 
Definition. The term payment settlement 
entity means a domestic or foreign 
entity that is— 

(A) In the case of a payment card 
transaction, a merchant acquiring entity 
(as defined in paragraph (b)(2) of this 
section); and 

(B) In the case of a third party 
network transaction, a third party 
settlement organization (as defined in 
paragraph (c)(2) of this section). 

(ii) Multiple payment settlement 
entities. If two or more persons qualify 
as payment settlement entities (as 
defined in paragraph (a)(4)(i) of this 
section) with respect to a reportable 
payment transaction, then only the 
payment settlement entity that in fact 
makes payment in settlement of the 
reportable payment transaction must file 
the information return required by 
paragraph (a)(1) of this section. 

(5) Participating payee—(i) Definition. 
In general, the term participating payee 
means any person, including any 
governmental unit (and any agency or 
instrumentality thereof), who: 

(A) In the case of a payment card 
transaction, accepts a payment card (as 
defined in paragraph (b)(3) of this 
section) as payment; and 

(B) In the case of a third party 
network transaction, accepts payment 
from a third party settlement 
organization (as defined in paragraph 
(c)(2) of this section) in settlement of 
such transaction. 

(ii) Foreign payees—(A) In general. 
For payments pursuant to contractual 
obligations entered into after December 
31, 2010, a payment settlement entity 
that is a person described as a U.S. 
payor or U.S. middleman in § 1.6049– 
5(c)(5) is not required to make a return 
of information for payments to a 
participating payee with a foreign 
address as long as, prior to payment, the 
payment settlement entity has in its files 
documentation upon which the 

payment settlement entity may rely to 
treat the payment as made to a foreign 
person in accordance with § 1.1441– 
1(e)(1)(ii). For purposes of this 
paragraph (a)(5)(ii), the provisions of 
§ 1.1441–1 shall apply by substituting 
the term payor for the term withholding 
agent and without regard to the 
limitation to amounts subject to 
withholding under chapter 3 of the 
Internal Revenue Code and the 
regulations under that chapter. Such a 
payment settlement entity need not 
make a return of information for 
payments made outside the United 
States (within the meaning of § 1.6049– 
5(e)) to an offshore account (as defined 
in § 1.6049–5(c)(1)) to a participating 
payee with only a foreign address if the 
name of the participating payee 
indicates that it is an entity listed as a 
per se corporation under § 301.7701– 
2(b)(8)(i) and the payment settlement 
entity does not know or have reason to 
know that the participating payee is a 
United States person. A payment 
settlement entity may apply the grace 
period rules of § 1.6049–5(d)(2)(ii) of the 
regulations for payments to a 
participating payee with only a foreign 
address, without regard to whether the 
amounts paid are described in § 1.1441– 
6(c)(2) or are reportable under section 
6042, 6045, 6049, or 6050N. For 
payments pursuant to contractual 
obligations entered into before January 
1, 2011, a payment settlement entity 
that is a person described as a U.S. 
payor or U.S. middleman in § 1.6049– 
5(c)(5) is not required to make a return 
of information for payments to a 
participating payee with a foreign 
address as long as the payment 
settlement entity neither knows nor has 
reason to know that the participating 
payee is a United States person. For this 
purpose, a renewal of such a contractual 
obligation will not result in a new 
contractual obligation unless there is a 
material modification to the contractual 
obligation. 

(B) Non-U.S. payor or middleman. A 
payment settlement entity that is not a 
person described as a U.S. payor or U.S 
middleman in § 1.6049–5(c)(5) is not 
required to make a return of information 
for a payment to a participating payee 
that does not have a United States 
address as long as the payment 
settlement entity neither knows nor has 
reason to know that the participating 
payee is a United States person. If the 
participating payee has any United 
States address, the payment settlement 
entity may treat the participating payee 
as a foreign person only if the payment 
settlement entity has in its files 
documentation upon which the 

payment settlement entity may rely to 
treat the payment as made to a foreign 
person in accordance with § 1.1441– 
1(e)(1)(ii). 

(C) Foreign address; United States 
address. For purposes of this section, 
foreign address means any address that 
is not within the United States, as 
defined in section 7701(a)(9) of the 
Internal Revenue Code (the States and 
the District of Columbia). United States 
address means any address that is 
within the United States. 

(6) Gross amount. For purposes of this 
section, gross amount means the total 
dollar amount of aggregate reportable 
payment transactions for each 
participating payee without regard to 
any adjustments for credits, cash 
equivalents, discount amounts, fees, 
refunded amounts or any other 
amounts. The dollar amount of each 
transaction is determined on the date of 
the transaction. 

(b) Payment card transactions—(1) 
Definition. The term payment card 
transaction means any transaction in 
which a payment card, or any account 
number or other indicia associated with 
a payment card, is accepted as payment. 

(2) Merchant acquiring entity. The 
term merchant acquiring entity means 
the bank or other organization that has 
the contractual obligation to make 
payment to participating payees (as 
defined in paragraph (a)(5)(i)(A) of this 
section) in settlement of payment card 
transactions. 

(3) Payment card—(i) The term 
payment card means any card, 
including any stored-value card as 
defined in paragraph (b)(4) of this 
section, issued pursuant to an 
agreement or arrangement that provides 
for— 

(A) One or more issuers of such cards; 
(B) A network of persons unrelated to 

each other, and to the issuer, who agree 
to accept such cards as payment; and 

(C) Standards and mechanisms for 
settling the transactions between the 
merchant acquiring entities and the 
persons who agree to accept the cards as 
payment. 

(ii) Persons who agree to accept such 
cards as payment as described in this 
paragraph (b)(3) are participating payees 
within the meaning of paragraph 
(a)(5)(i)(A) of this section. 

(4) Stored-value cards. The term 
stored-value card means any card with 
a prepaid value, including any gift card. 

(5) Transactions for which no return 
of information is required under section 
6050W—(i) Withdrawals and cash 
advances. The use of a ‘‘payment card’’ 
as defined in paragraph (b)(3) of this 
section by a cardholder to withdraw 
funds at an automated teller machine, or 
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to obtain a cash advance or loan against 
the cardholder’s account, is not a 
payment card transaction under 
paragraph (b)(1) of this section because 
the card is not being accepted as 
payment by a merchant or other payee. 

(ii) Convenience checks. The 
acceptance of a check issued in 
connection with a payment card 
account by a merchant or other payee is 
not a payment card transaction under 
paragraph (b)(1) of this section because 
the check is accepted and processed 
through the banking system in the same 
manner as a traditional check, not as a 
payment card. 

(iii) Payee related to issuer. No return 
of information is required under this 
section for any transaction in which a 
payment card within the meaning of 
paragraph (b)(3) is accepted as payment 
by a merchant or other payee who is 
related to the issuer of the payment 
card. 

(c) Third party network transactions— 
(1) Definition. The term third party 
network transaction means any 
transaction that is settled through a 
third party payment network. 

(2) Third party settlement 
organization. The term third party 
settlement organization means the 
central organization that has the 
contractual obligation to make payments 
to participating payees (as defined in 
paragraph (a)(5)(i)(B) of this section) of 
third party network transactions. A 
central organization is a third party 
settlement organization if it provides a 
third party payment network (as defined 
in paragraph (c)(3)(i) of this section) that 
enables purchasers to transfer funds to 
providers of goods and services. 

(3) Third party payment network. (i) 
The term third party payment network 
means any agreement or arrangement 
that— 

(A) Involves the establishment of 
accounts with a central organization by 
a substantial number of providers of 
goods or services who are unrelated to 
the organization and who have agreed to 
settle transactions for the provision of 
the goods or services to purchasers 
according to the terms of the agreement 
or arrangement; 

(B) Provides standards and 
mechanisms for settling the 
transactions; and 

(C) Guarantees payment to the 
persons providing goods or services in 
settlement of transactions with 
purchasers pursuant to the agreement or 
arrangement. 

(ii) A third party payment network 
does not include any agreement or 
arrangement that provides for the 
issuance of payment cards. 

(iii) Persons who are providers of 
goods and services as described in this 
paragraph (c)(3) are participating payees 
within the meaning of paragraph 
(a)(5)(i)(B) of this section. 

(4) Exception for de minimis 
payments. A third party settlement 
organization is required to report any 
information under paragraph (a)(1) of 
this section with respect to third party 
network transactions of any 
participating payee only if— 

(i) The amount that would otherwise 
be reported under paragraph (a)(1)(ii) of 
this section with respect to such 
transactions exceeds $20,000; and 

(ii) The aggregate number of such 
transactions exceeds 200. 

(d) Special rules—(1) Aggregated 
payees. If a person receives payments 
from a payment settlement entity (as 
defined in paragraph (a)(4) of this 
section) on behalf of one or more 
participating payees and distributes 
such payments to one or more 
participating payees (as defined in 
paragraph (a)(5) of this section), the 
person is treated as: 

(i) The participating payee with 
respect to the payment settlement 
entity; and 

(ii) The payment settlement entity 
with respect to the participating payees 
to whom the person distributes 
payments. 

(2) Electronic payment facilitator. If a 
payment settlement entity (as defined in 
paragraph (a)(4) of this section) 
contracts with an electronic payment 
facilitator or other third party to make 
payments in settlement of reportable 
payment transactions on behalf of the 
payment settlement entity, the 
facilitator must file the annual 
information return under this section in 
lieu of the payment settlement entity. 
The facilitator need not have any 
agreement or arrangement with the 
participating payee. Also, the payment 
need not come from the facilitator’s 
account. The facilitator need only 
submit instructions to transfer funds to 
the account of the participating payee in 
settlement of the reportable payment 
transaction. The facilitator is liable for 
any applicable penalties for failure to 
comply with the information reporting 
requirements of section 6050W. 

(3) Designations. The party with the 
obligation to file the annual information 
return under this section may designate 
by written agreement any other person 
to satisfy the requirements of this 
section. Thus, notwithstanding the rule 
in paragraph (d)(2) of this section 
imposing the obligation to file the 
annual information return on the 
electronic payment facilitator in lieu of 
the payment settlement entity, the 

payment settlement entity may file the 
information return by designation if the 
parties agree in writing. However, a 
designation does not relieve the party 
with the reporting obligation from 
liability for any reporting failures. The 
party with the obligation to file the 
annual information return under this 
section remains liable for any applicable 
penalties under sections 6721 and 6722 
if the requirements of this section are 
not satisfied. 

(4) Conversion into United States 
dollars of amounts paid in foreign 
currency. When a payment is made or 
received in a foreign currency, the U.S. 
dollar amount shall be determined by 
converting such foreign currency into 
U.S. dollars on the date of the 
transaction at the spot rate (as defined 
in § 1.988–1(d)(1)) or pursuant to a 
reasonable spot rate convention. For 
example, a payor may use a month-end 
spot rate or a monthly average spot rate. 
A spot rate convention must be used 
consistently with respect to all non- 
dollar amounts reported and from year 
to year. Such convention cannot be 
changed without the consent of the 
Commissioner or his or her delegate. 

(5) Unrelated persons. For purposes of 
this section, unrelated means any 
person who is not related to another 
person within the meaning of section 
267(b) (providing a list of relationships), 
including the application of section 
267(c) and (e)(3) (providing rules 
relating to constructive ownership), and 
section 707(b)(1) (relationships with 
partnerships). 

(e) Examples. The following examples 
illustrate the provisions of this section: 

Example 1. Merchant acquiring entity. 
Customer A purchases goods from merchant 
B using a credit card issued by Bank X. B is 
one of a network of unrelated persons that 
has agreed to accept credit cards issued by 
X as payment under an agreement that 
provides standards and mechanisms for 
settling the transaction between a merchant 
acquiring bank and the persons who accept 
the cards. Bank Z is the merchant acquiring 
bank with the contractual obligation to make 
payment to B for goods provided to A in this 
transaction. As defined in paragraph (b)(2) of 
this section, Z is the merchant acquiring 
entity that must file the annual information 
return required under paragraph (a)(1) of this 
section to report the payment made to settle 
the transaction for the sale of goods from B 
to A. 

Example 2. Third party settlement 
organization. (i) Merchant B is one of a 
substantial number of persons selling goods 
or services over the Internet that have an 
account with X, an Internet payment service 
provider. None of these persons, including B, 
are related to X, and all have agreed to settle 
transactions for the sale of goods or services 
to customers according to the terms of their 
contracts with X. X has guaranteed payment 
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to all of these persons, including B, for the 
sale of goods or services to customers. 
Customer A purchases goods from B. A pays 
X for the goods purchased from B. X, in turn, 
makes payment to B in settlement of the 
transaction for the sale of goods from B to A. 

(ii) X’s arrangement constitutes a third 
party payment network as defined in 
paragraph (c)(3) of this section because a 
substantial number of persons that are 
unrelated to X, including B, have established 
accounts with X, and X is contractually 
obligated to settle transactions for the 
provision of goods or services by these 
persons to purchasers. Thus, under 
paragraph (c)(2) of this section, X is a third 
party settlement organization and the 
transaction discussed in this Example is a 
third party network transaction under 
paragraph (c)(1) of this section. Therefore, X 
must file the annual information return 
required under paragraph (a)(1) of this 
section to report the payment made to B in 
settlement of the transaction with A provided 
that X’s aggregate payments to B from third 
party network transactions exceed $20,000 
and the aggregate number of X’s transactions 
with B exceeds 200 (as provided in paragraph 
(c)(4) of this section). 

Example 3. Automated clearinghouse 
network. A operates an automated 
clearinghouse (‘‘ACH’’) network that merely 
processes electronic payments (such as wire 
transfers, electronic checks, and direct 
deposit payments) between buyers and 
sellers. There are no contractual agreements 
between A and the sellers for the purpose of 
permitting the sellers to use the ACH 
network. Thus, A is not a third party 
settlement organization under paragraph 
(c)(2) of this section, the ACH network is not 
a third party payment network under 
paragraph (c)(3) of this section, and the 
electronic payment transactions are not third 
party network transactions under paragraph 
(c)(1) of this section. A is not required to file 
the annual information return required under 
paragraph (a)(1) of this section. 

Example 4. ACH processor. B provides a 
variety of ACH payment processing services 
to a large number of merchants, such as 
converting checks received in payment of 
bills into ACH transactions. B groups 
payment transactions into an ACH file and 
transmits the ACH file into the ACH network 
on behalf of merchants in order to initiate 
payment to merchants through the ACH 
network. B makes payments to the merchants 
after the ACH network verifies that the 
customers’ accounts have sufficient funds. 
Because the ACH network is not a third party 
payment network under paragraph (c)(3) of 
this section, B cannot be a third party 
settlement organization with respect to the 
ACH network. Similarly, because the ACH 
itself is not a third party settlement 
organization under paragraph (c)(2) of this 
section, B cannot be an electronic payment 
facilitator because B is not acting on behalf 
of a payment settlement entity. However, B 
may itself be operating third party payment 
network under paragraph (c)(3) of this 
section if B has a separate agreement or 
arrangement that: involves the establishment 
of accounts with B by a substantial number 
of unrelated merchants who provide goods or 

services and have agreed to settle 
transactions for the provision of the goods or 
services pursuant to the agreement or 
arrangement; provides for standards and 
mechanisms for settling the transactions; and 
guarantees persons providing goods or 
services pursuant to such agreement or 
arrangement that these persons will be paid 
for providing such goods or services. 

Example 5. Gross amount. On Day 1, 
Customer A uses a payment card to purchase 
$100 worth of goods from merchant B. Bank 
X, the merchant acquiring entity for B, is the 
party with the contractual obligation to make 
payment to B in settlement of the transaction. 
On Day 2, X, after deducting fees of $2, 
makes payment of $98 to settle the 
transaction for the sale of goods from B to A. 
Under paragraph (a)(6) of this section, X must 
report the amount of $100, the amount of the 
transaction on Day 1, without any reduction 
for fees or any other amount, as the gross 
amount of this reportable payment 
transaction on the annual information return 
filed under paragraph (a)(1) of this section. 

Example 6. Gift card. (i) Customer A 
purchases a gift card from Merchant X that 
may be used only at X and its related 
network of stores. A purchases the gift card 
using cash. A gives the gift card to B. B uses 
the gift card to purchase goods at one of X’s 
stores. The purchase of the gift card by A 
using cash is not a payment card transaction 
described in paragraph (b)(1) of this section 
and, thus, is not required to be reported in 
a return of information required under 
paragraph (a)(1) of this section. Under 
paragraph (b)(3) of this section, the gift card 
is not a payment card because the gift card 
is only accepted as payment by persons who 
are related to the issuer of the gift card and 
to each other. Therefore, the use of the gift 
card by B is not required to be reported in 
a return of information required under 
paragraph (a)(1) of this section. 

(ii) The facts are the same as in paragraph 
(i), except that B adds value to the gift card 
using a credit card. The use of the credit card 
to add value to the gift card is a reportable 
payment transaction (as defined in paragraph 
(a)(3) of this section) and must be reported 
in a return of information under this section 
by the bank or other organization that has the 
contractual obligation to make payment to X 
in settlement of the transaction. 

Example 7. Private label card. Bank B 
issues a card imprinted with Retailer C’s logo 
to cardholder A. The ‘‘C-card’’ is accepted as 
payment only at C or at stores related (within 
the meaning of section 267(b), (c) and (e)(3) 
and, section 707(b)(1)) to C. A uses the card 
at C to purchase electronics equipment. 
Under paragraph (b)(3) of this section, the C- 
card is not a payment card because the card 
is accepted as payment only within a 
network of persons who are related to each 
other. Therefore, the use of the card by A at 
C is not required to be reported in a return 
of information required under paragraph 
(a)(1) of this section. 

Example 8. Quasi-private label card. Bank 
B issues a card to cardholder A. The card, 
known as an ‘‘E-card,’’ is issued by B 
pursuant to an agreement that provides that 
the E-card is accepted as payment only 
within a limited network of merchants that 

carry electronics equipment. The agreement 
provides for standards and mechanisms for 
settling the transactions between the 
merchants and the merchant acquiring 
entities. The merchants accepting the E-card 
as payment are not related (within the 
meaning of section 267(b), (c) and (e)(3) and 
section 707(b)(1)) to each other or to B. A 
uses the card to purchase electronics 
equipment at F Store, one of the stores within 
the network of merchants accepting the E- 
card. Under paragraph (b)(3) of this section, 
the E-card is a payment card because the card 
is issued pursuant to an agreement that 
provides for a network of persons unrelated 
to each other, and to the issuer, who agree 
to accept the card as payment. Therefore, the 
use of the E-card by A to purchase electronics 
equipment at F Store must be reported in a 
return of information required under 
paragraph (a)(1) of this section. 

Example 9. Campus card. (i) University Y 
issues Student A a card that may be used on 
campus at various university-owned 
merchants and at various local merchants 
unrelated to Y. A uses the card in the 
university-owned cafeteria to purchase 
lunch. Under paragraph (b)(5)(iii) of this 
section, no return of information is required 
because the card is being accepted as 
payment by a person who is related to the 
issuer of the card. 

(ii) The facts are the same as in paragraph 
(i), except that A uses the campus card to 
purchase lunch at a local restaurant, 
unrelated to Y, that has agreed to accept the 
campus card as payment. Under paragraph 
(b)(3) of this section, the campus card is a 
payment card in this transaction because the 
card is accepted as payment by a person that 
is unrelated to this issuer of the card 
pursuant to an agreement. Therefore, the use 
of the card by A in the local restaurant for 
the purchase of lunch must be reported in a 
return of information required under 
paragraph (a)(1) of this section by the bank 
or other organization that has the contractual 
obligation to make payment to the restaurant 
in settlement of the transaction. 

Example 10. Mall card. Customer B 
purchases a card that is issued by shopping 
mall A. Pursuant to an agreement or 
arrangement, the card is accepted as payment 
by various merchants located within the 
mall, who are unrelated to the issuer of the 
card and to each other. B uses the card in the 
mall to purchase goods from merchant C. 
Under paragraph (b)(3) of this section, the 
mall card is a payment card because the card 
is accepted as payment by a network of 
persons who are unrelated to the issuer of the 
card and to the other merchants who have 
agreed to accept the card as payment. 
Therefore, the use of the mall card by B to 
purchase goods from merchant C is required 
to be reported in a return of information 
required under paragraph (a)(1) of this 
section. 

Example 11. Electronic benefit transactions 
card. Government Agency A issues benefits 
electronically to recipients by loading these 
benefits onto a payment card. Pursuant to an 
agreement, a network of merchants unrelated 
to A, and to each other, has agreed to accept 
the benefits card as payment. A issues a card 
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to B, who uses the card to purchase goods 
from Merchant C. The card issued by A is a 
payment card (as defined in paragraph (b)(3) 
of this section) because the card is accepted 
as payment by a network of persons that are 
unrelated to the issuer of the card, and to 
each other. 

The use of the card by B to purchase goods 
from C must be reported in a return of 
information required under paragraph (a)(1) 
of this section. 

Example 12. Prepaid telephone card. A 
purchases a prepaid telephone card from 
Company X that may be used to make 
telephone calls using various long-distance 
providers unrelated to X that have agreed to 
accept the card as payment. A places a 
telephone call using the prepaid card as 
payment for the telephone call. Under 
paragraph (b)(3) of this section, the prepaid 
telephone card is a payment card because the 
card is accepted as payment by a person that 
is unrelated to the issuer of the card pursuant 
to an agreement. Therefore, the use of the 
prepaid card to make payment for the 
telephone call must be reported in a return 
of information required under paragraph 
(a)(1) of this section by the bank or other 
organization that has the contractual 
obligation to make payment to the long 
distance provider in settlement of the 
transaction. 

Example 13. Transit card. City Z accepts 
a transit card as payment for use of its mass 
transit system. The transit card is issued by 
B, an organization unrelated to Z. A network 
of persons, including Z, who are unrelated to 
each other and to B, have agreed to accept 
the transit card issued by B as payment for 
transit and for other goods and services. 
Transit rider X purchases a transit card and 
uses the card to pay for travel on Z’s mass 
transit system. Under paragraph (b)(3) of this 
section, the transit card is a payment card 
because the card is accepted as payment by 
a person who is one of a network of persons 
that are unrelated to the issuer of the card, 
and to each other, and that have agreed to 
accept the card as payment. Therefore, the 
use of the transit card by X to pay for transit 
on Z’s mass transit system is a payment card 
transaction described in paragraph (b)(1) of 
this section that must be reported in a return 
of information required under paragraph 
(a)(1) of this section by the bank or other 
organization that has the contractual 
obligation to make payment to Z. Z is the 
participating payee, described in paragraph 
(a)(5)(i)(A) of this section, of the payment 
card transaction. 

Example 14. Cash advance. Bank A issues 
Cardholder B a credit card that is a payment 
card under paragraph (b)(3) of this section. B 
uses the card at a local bank to obtain a cash 
advance. Under paragraph (b)(5)(i) of this 
section, B’s use of the payment card to obtain 
a cash advance is not a payment card 
transaction (as defined in paragraph (b)(1) of 
this section) because the card is not being 
accepted as payment by a merchant. 

Example 15. Withdrawals from automated 
teller machines. Bank A issues Cardholder B 
a credit card that is a payment card under 
paragraph (b)(3) of this section. B uses the 
card at an automated teller machine to obtain 
cash. Under paragraph (b)(5)(i) of this 

section, B’s use of the payment card to obtain 
cash is not a payment card transaction (as 
defined in paragraph (b)(1) of this section) 
because the card is not being accepted as 
payment by a merchant. 

Example 16. Convenience checks. Bank A 
issues Cardholder B a credit card that is a 
payment card under paragraph (b)(3) of this 
section. A sends B paper checks imprinted 
with the account number associated with the 
credit card. B uses one of the checks to 
purchase goods from Merchant S. The check 
is accepted by S and processed through the 
bank system in the same manner as a 
traditional check. Under paragraph (b)(5)(ii) 
of this section, B’s use of the convenience 
check to purchase goods is not a payment 
card transaction (as defined in paragraph 
(b)(1) of this section) because the check is 
accepted and processed as a traditional 
check, not as a payment card. 

Example 17. Healthcare network. Health 
carrier A operates healthcare network Y. A 
collects premiums from covered persons 
pursuant to a plan agreement between A and 
the covered persons for the cost of 
membership in Y. Separately, A pays 
healthcare providers pursuant to provider 
agreements to compensate these providers for 
services rendered to covered persons who are 
members of Y. A is not a third party 
settlement organization under paragraph 
(c)(2) of this section because A does not 
operate a third party payment network that 
enables purchasers to transfer funds to 
providers of goods and services. Therefore, A 
is not required to file the annual information 
return required under paragraph (a)(1) of this 
section. 

Example 18. Third party accounts payable. 
X is a ‘‘shared-service’’ organization that 
performs accounts payable services for 
numerous purchasers that are unrelated to X. 
A substantial number of providers of goods 
and services have established accounts with 
X and have agreed to accept payment from 
X in settlement of their transactions with 
purchasers. The provider agreement with X 
includes standards and mechanisms for 
settling the transactions and guarantees 
payment to the providers, and the 
arrangement enables purchasers to transfer 
funds to providers. Under paragraph (c)(3) of 
this section, X’s accounts payable services 
constitute a third party payment network, of 
which X is the third party settlement 
organization (as defined in paragraph (c)(2) of 
this section). For each payee, X must file the 
annual information return required under 
paragraph (a)(1) of this section to report 
payments made by X in settlement of 
accounts payable to that payee if X’s 
aggregate payments to that payee exceed 
$20,000 and the aggregate number of 
transactions with that payee exceeds 200 (as 
provided in paragraph (c)(4) of this section). 

Example 19. Toll collection network. State 
A charges a toll to vehicles that travel its 
state highways. The tolling agency for A 
contracted with organization X to perform its 
toll collection. X provides an electronic toll 
collection system that allows the toll facility 
to record the passage of a vehicle with a 
transponder affixed to the vehicle. The 
customer account associated with the 
transponder is automatically debited for the 

amount of the toll. The customer funds a 
balance in the account, which is then 
depleted as the toll transactions occur. X 
periodically bills the customer to replenish 
the account. X then makes payment to A to 
settle the toll transactions that are recorded 
by the transponder. X also contracts with a 
substantial number of other entities unrelated 
to X that have established accounts with X 
and have agreed to accept payment using the 
electronic toll collection system provided by 
X. X guarantees payment to the entities for 
all toll transactions that are recorded by the 
transponders, and the arrangement enables 
customers to transfer funds to State A and 
other entities that charge tolls. Under 
paragraph (c)(3) of this section, X’s electronic 
toll collection system constitutes a third 
party payment network, of which X is the 
third party settlement organization (as 
defined in paragraph (c)(2) of this section). 
For each payee, including A, X must file the 
annual information return required under 
paragraph (a)(1) of this section to report 
payments made by X in settlement of toll 
transactions if X’s aggregate payments to that 
payee exceed $20,000 and the aggregate 
number of transactions with that payee 
exceeds 200 (as provided in paragraph (c)(4) 
of this section). 

Example 20. Hotel kiosk. Under a ‘‘hotel 
kiosk’’ arrangement, Hotel B permits its 
customers to charge, to their room account, 
transactions for goods and services at a 
substantial number of sellers unrelated to B 
that operate on B’s premises, or on the 
premises of hotels related to B, and that have 
established accounts in B’s hotel kiosk 
system. Customers settle their room account 
with B when they check out, and B in turn 
settles the hotel kiosk transactions with the 
unrelated sellers. B guarantees payment to 
the sellers for these transactions and the 
arrangement enables customers to transfer 
funds to the sellers by means of one payment 
made to the hotel. Under paragraph (c)(3) of 
this section, B’s hotel kiosk system 
constitutes a third party payment network, of 
which B is the third party settlement 
organization (as defined in paragraph (c)(2) of 
this section). For each payee, B must file the 
annual information return required under 
paragraph (a)(1) of this section to report 
payments made by B in settlement of the 
hotel kiosk transactions if B’s aggregate 
payments to that payee exceed $20,000 and 
the aggregate number of transactions with 
that payee exceeds 200 (as provided in 
paragraph (c)(4) of this section). 

Example 21. Aggregated payee.  
Corporation A, acting on behalf of A’s 
independently-owned franchise stores, 
receives payment from Bank X for credit card 
sales effectuated at these franchise stores. X, 
the payment settlement entity (as defined in 
paragraph (a)(4)(i) of this section), is required 
under paragraph (d)(1)(i) of this section to 
report the gross amount of the reportable 
payment transactions distributed to A 
(notwithstanding the fact that A does not 
accept payment cards and would not 
otherwise be treated as a participating payee). 
In turn, under paragraph (d)(1)(ii) of this 
section, A is required to report the gross 
amount of the reportable payment 
transactions allocable to each franchise store. 
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X has no reporting obligation under this 
section with respect to payments made by A 
to its franchise stores. 

Example 22. Electronic payment facilitator. 
(i) Bank A is a merchant acquiring entity (as 
defined in paragraph (b)(2) of this section) 
with the contractual obligation to make 
payments to participating merchants to settle 
certain credit card transactions. A enters into 
a contract with Processor X. Pursuant to this 
contract, X prepares and submits instructions 
to move funds from A’s account to the 
accounts of participating merchants to settle 
credit card transactions. X is making 
payment on A’s behalf in settlement of 
payment card transactions pursuant to a 
contract between X and A. Therefore, under 
paragraph (d)(2) of this section, X is an 
electronic payment facilitator and must file 
the information return required under 
paragraph (a)(1) of this section with respect 
to credit card transactions settled by X. A has 
no reporting obligation with respect to 
payments made by X on A’s behalf. 

(ii) The facts are the same as in paragraph 
(i) except that A and X state in their contract 
that A will file the information return 
required under paragraph (a)(1) of this 
section. A may file the information return 
pursuant to this designation. However, X is 
liable for any applicable penalties under 
sections 6721 and 6722 if the reporting 
requirements of this section are not satisfied. 

(iii) The facts are the same as in paragraph 
(i) except that X merely prepares the 
instructions to move the funds to the 
accounts of participating merchants, and the 
instructions are actually submitted by A. A, 
not X, is making payment in settlement of 
payment card transactions. Therefore, A 
retains the obligation to file the information 
return required under paragraph (a)(1) of this 
section with respect to credit card 
transactions settled by A. 

(f) Prescribed form. The return 
required by paragraph (a)(1) of this 
section must be made according to the 
forms and instructions published by the 
Internal Revenue Service. 

(g) Time and place for filing. Returns 
made under this section for any 
calendar year must be filed on or before 
February 28th (March 31st if filing 
electronically) of the following year at 
the Internal Revenue Service Center 
location designated in the instructions 
to the relevant form. 

(h) Time and place for furnishing 
statement—(1) In general. Every 
payment settlement entity required to 
file a return under this section must also 
furnish to each participating payee a 
written statement with the same 
information (as described in paragraph 
(h)(2) of this section). The statement 
must be furnished to the payee on or 
before January 31st of the year following 
the calendar year in which the 
reportable payment is made. If the 
return of information is not made on 
magnetic media, this requirement may 
be satisfied by furnishing to such person 
a copy of all Forms 1099–K, ‘‘Merchant 

card and third-party payments,’’ or any 
successor form with respect to such 
person filed with the Internal Revenue 
Service Center. The statement will be 
considered furnished to the payee if it 
is mailed to the payee’s last known 
address. The payment settlement entity 
may furnish the statement electronically 
in accordance with the rules provided 
in § 1.6050W–2. 

(2) Information to be shown on 
statement furnished to payee. Each 
written statement furnished under 
paragraph (h)(1) of this section must 
include the following information— 

(i) The name, address, and phone 
number (or email address if the 
statement is furnished electronically) of 
the information contact of the payment 
settlement entity. 

(ii) With respect to the participating 
payee, the gross amount of— 

(A) The aggregate reportable payment 
transactions for the calendar year; and 

(B) The aggregate reportable payment 
transactions for each month of the 
calendar year. 

(iii) Any other information required 
by the form, instructions, or current 
revenue procedures. 

(i) Cross-reference to penalties. For 
provisions relating to the penalty for 
failure to file timely a correct 
information return required under 
section 6050W, see section 6721 and the 
associated regulations. For provisions 
relating to the penalty for failure to 
furnish timely a correct payee statement 
required under section 6050W(f), see 
section 6722 and the associated 
regulations. See section 6724 and the 
associated regulations for the waiver of 
a penalty if failure is due to reasonable 
cause and is not due to willful neglect. 

(j) Effective/applicability date. The 
rules in this section apply to returns for 
calendar years beginning after December 
31, 2010. 
■ Par. 5. Section 1.6050W–2 is added to 
read as follows: 

§ 1.6050W–2 Electronic furnishing of 
information statements for payments made 
in settlement of payment card and third 
party network transactions. 

(a) Electronic furnishing of 
statements—(1) In general. A person 
required by section 6050W to furnish a 
written statement (furnisher) regarding 
payments made in settlement of 
payment card and third party network 
transactions to the person to whom it is 
required to be furnished (recipient) may 
furnish the statement in an electronic 
format in lieu of a paper format. A 
furnisher who meets the requirements of 
paragraphs (a)(2) through (a)(5) of this 
section is treated as furnishing the 
required statement. 

(2) Consent—(i) In general. The 
recipient must have affirmatively 
consented to receive the statement 
required under section 6050W in an 
electronic format or, in the alternative, 
have previously consented to receive 
other federal tax statements in an 
electronic format from the furnisher. 
The consent may be made electronically 
in any manner that reasonably 
demonstrates that the recipient can 
access the statement in the electronic 
format in which it will be furnished to 
the recipient. Alternatively, the consent 
may be made in a paper document if it 
is confirmed electronically. Consents 
must be kept at all times available for 
inspection by the Internal Revenue 
Service. Recipients currently receiving 
electronic communications from the 
furnisher may elect to receive the 
statement required under section 6050W 
in a paper document in lieu of an 
electronic format. The election to 
receive a paper document may be made 
by notifying the furnisher electronically 
or in a paper document. 

(ii) Withdrawal of consent. The 
consent requirement of paragraph 
(a)(2)(i) of this section is not satisfied if 
the recipient withdraws the consent to 
receive electronic statements and the 
withdrawal takes effect before the 
statement is furnished. The furnisher 
may provide that a withdrawal of 
consent takes effect either on the date it 
is received by the furnisher or on a 
subsequent date. The furnisher may also 
provide that a request for a paper 
statement will be treated as a 
withdrawal of consent. 

(iii) Change in hardware or software 
requirements. If a change in the 
hardware or software required to access 
the statement creates a material risk that 
the recipient will not be able to access 
the statement, the furnisher must, prior 
to changing the hardware or software, 
provide notice to the recipient. The 
notice must describe the revised 
hardware and software required to 
access the statement and inform the 
recipient that a new consent to receive 
the statement in the revised electronic 
format must be provided to the 
furnisher. After implementing the 
revised hardware and software, the 
furnisher must obtain from the 
recipient, in the manner described in 
paragraph (a)(2)(i) of this section, a new 
consent or confirmation of consent to 
receive the statement electronically. 

(iv) Examples. The following 
examples illustrate the rules of this 
paragraph (a)(2): 

Example 1. Recipient R has consented to 
receive the statements required under section 
6041 in electronic format from Furnisher F. 
F has retained R’s consent and keeps it 
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available for inspection by the IRS. F may 
furnish to R the statement required under 
section 6050W in electronic format without 
securing an affirmative consent from R with 
respect to the statements required under 
section 6050W. 

Example 2. Recipient R has not consented 
to receive any electronic federal income tax 
statements from Furnisher F. F may not 
furnish to R the statements required under 
section 6050W unless F first secures from R 
a consent to receive those statements in 
electronic format in accordance with the 
requirements of paragraphs (a)(2) through 
(a)(5) of this section. 

Example 3. Furnisher F sends Recipient R 
a letter stating that R may consent to receive 
statements required by section 6050W(f) 
electronically on a website instead of in a 
paper format. The letter contains instructions 
explaining how to consent to receive the 
statements electronically by accessing the 
website, downloading the consent document, 
completing the consent document, and e- 
mailing the completed consent back to F. The 
consent document posted on the website uses 
the same electronic format that F uses to 
furnish statements electronically. R reads the 
instructions and submits the consent in the 
manner provided in the instructions. R has 
consented to receive the statements 
electronically in the manner described in 
paragraph (a)(2)(i) of this section. 

Example 4. Furnisher F sends Recipient R 
an e-mail stating that R may consent to 
receive statements required by section 
6050W(f) electronically instead of in a paper 
format. The e-mail contains an attachment 
instructing R how to consent to receive the 
statements electronically. The e-mail 
attachment uses the same electronic format 
that F uses to furnish statements 
electronically. R opens the attachment, reads 
the instructions, and submits the consent in 
the manner provided in the instructions. R 
has consented to receive the statements 
electronically in the manner described in 
paragraph (a)(2)(i) of this section. 

Example 5. Furnisher F posts a notice on 
its website stating that Recipient R may 
receive statements required by section 
6050W(f) electronically instead of in a paper 
format. The website contains instructions on 
how R may access a secure web page and 
consent to receive the statements 
electronically. By accessing the secure web 
page and giving consent, R has consented to 
receive the statements electronically in the 
manner described in paragraph (a)(2)(i) of 
this section. 

(3) Required disclosures—(i) In 
general. Prior to, or at the time of, a 
recipient’s consent, the furnisher must 
provide to the recipient a clear and 
conspicuous disclosure statement 
containing each of the disclosures 
described in paragraphs (a)(3)(ii) 
through (a)(3)(viii) of this section. 

(ii) Paper statement. The recipient 
must be informed that the statement 
will be furnished on paper if the 
recipient does not consent to receive it 
electronically. 

(iii) Scope and duration of consent. 
The recipient must be informed of the 

scope and duration of the consent. For 
example, the recipient must be informed 
whether the consent applies to 
statements furnished every year after the 
consent is given until it is withdrawn in 
the manner described in paragraph 
(a)(3)(v)(A) of this section or only to the 
statement required to be furnished on or 
before the January 31st immediately 
following the date on which the consent 
is given. 

(iv) Post-consent request for a paper 
statement. The recipient must be 
informed of any procedure for obtaining 
a paper copy of the recipient’s statement 
after giving the consent described in 
paragraph (a)(2)(i) of this section and 
whether a request for a paper statement 
will be treated as a withdrawal of 
consent. 

(v) Withdrawal of consent. The 
recipient must be informed that— 

(A) The recipient may withdraw a 
consent by writing (electronically or on 
paper) to the person or department 
whose name, mailing address, telephone 
number, and e-mail address is provided 
in the disclosure statement; 

(B) The furnisher will confirm the 
withdrawal and the date on which it 
takes effect in writing (either 
electronically or on paper); and 

(C) A withdrawal of consent does not 
apply to a statement that was furnished 
electronically in the manner described 
in this paragraph (a) before the date on 
which the withdrawal of consent takes 
effect. 

(vi) Notice of termination. The 
recipient must be informed of the 
conditions under which a furnisher will 
cease furnishing statements 
electronically to the recipient. 

(vii) Updating information. The 
recipient must be informed of the 
procedures for updating the information 
needed by the furnisher to contact the 
recipient. The furnisher must inform the 
recipient of any change in the 
furnisher’s contact information. 

(viii) Hardware and software 
requirements. The recipient must be 
provided with a description of the 
hardware and software required to 
access, print, and retain the statement, 
and the date when the statement will no 
longer be available on the Web site. 

(4) Format. The electronic version of 
the statement must contain all required 
information and comply with applicable 
revenue procedures relating to 
substitute statements to recipients. 

(5) Notice—(i) In general. If the 
statement is furnished on a website, the 
furnisher must notify the recipient that 
the statement is posted on a website. 
The notice may be delivered by mail, 
electronic mail, or in person. The notice 
must provide instructions on how to 

access and print the statement. The 
notice must include the following 
statement in capital letters, 
‘‘IMPORTANT TAX RETURN 
DOCUMENT AVAILABLE.’’ If the notice 
is provided by electronic mail, the 
foregoing statement must be on the 
subject line of the electronic mail. 

(ii) Undeliverable electronic address. 
If an electronic notice described in 
paragraph (a)(5)(i) of this section is 
returned as undeliverable, and the 
correct electronic address cannot be 
obtained from the furnisher’s records or 
from the recipient, then the furnisher 
must furnish the notice by mail or in 
person within 30 days after the 
electronic notice is returned. 

(b) Effective/applicability date. The 
rules in this section apply to returns for 
calendar years beginning after December 
31, 2010. 

PART 31—EMPLOYMENT TAXES AND 
COLLECTION OF INCOME TAX AT 
SOURCE 

■ Par. 6. The authority citation for part 
31 continues to read in part as follows: 

Authority: 26 U.S.C. 7805 * * * 

■ Par. 7. Section 31.3406–0 is amended 
as follows: 
■ 1. Entries for § 31.3406(b)(3)–5(a), (b), 
(c), (d), and (e) are added. 
■ 2. Entry for § 31.3406(g)–1 is amended 
by adding paragraphs (d), (e), and (f). 

The additions read as follows: 

§ 31.3406–0 Outline of the backup 
withholding regulations. 
* * * * * 

§ 31.3406(b)(3)–5 Reportable payments of 
payment card and third party network 
transactions. 

(a) Payment card and third party 
network transactions subject to backup 
withholding. 

(b) Amount subject to backup 
withholding. 

(c) Time when payments are 
considered to be subject to backup 
withholding. 

(d) Backup withholding from an 
alternate source. 

(e) Effective/applicability date. 
* * * * * 

§ 31.3406(g)–1 Exception for payments to 
certain payees and certain other payments. 
* * * * * 

(d) Reportable payments made to 
Canadian nonresident alien individuals. 

(e) Certain reportable payments made 
outside the United States by foreign 
persons, foreign offices of United States 
banks and brokers, and others. 

(f) Special rule for certain payment 
card transactions. 
* * * * * 
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■ Par. 8. Section 31.3406(a)–2 is 
amended by revising paragraph (a) to 
read as follows: 

§ 31.3406(a)–2 Definition of payors 
obligated to backup withhold. 

(a) In general. Payor means the person 
that is required to make an information 
return under section 6041, 6041A(a), 
6042, 6044, 6045, 6049, 6050A, 6050N, 
or 6050W with respect to any reportable 
payment (as described in section 
3406(b)), or that is described in 
paragraph (b) of this section. 
* * * * * 
■ Par. 9. Section 31.3406(b)(3)–5 is 
added to read as follows: 

§ 31.3406(b)(3)–5 Reportable payments of 
payment card and third party network 
transactions. 

(a) Payment card and third party 
network transactions subject to backup 
withholding. The gross amount of a 
reportable transaction that is required to 
be reported under section 6050W 
(relating to information reporting for 
payment card and third party network 
transactions) is a reportable payment for 
purposes of section 3406. See 
§ 31.6051–4 for the requirement to 
furnish a statement to the payee if tax 
is withheld under section 3406. 

(b) Amount subject to backup 
withholding. In general, the amount 
described in paragraph (a) of this 
section that is subject to withholding 
under section 3406 is the amount 
subject to reporting under section 
6050W. In the case of payments made in 
settlement of third party network 
transactions, the amount subject to 
withholding under section 3406 is 
determined without regard to the 
exception for de minimis payments by 
third party settlement organizations in 
section 6050W(e) and the associated 
regulations. 

(c) Time when payments are 
considered to be subject to backup 
withholding—(1) In general. In the case 
of a payment card or third party 
network transaction reportable under 
section 6050W, the obligation to 
withhold arises on the date of the 
transaction. A payor is not required, 
however, to satisfy its withholding 
liability until the time that payment is 
made. 

(2) Example. The provisions of 
paragraph (c)(1) are illustrated by the 
following example: 

Example. On Day 1, Customer A uses a 
payment card to purchase $100 worth of 
goods from Merchant B. Bank X, the 
merchant acquiring entity for B, is the party 
with the contractual obligation to make 
payment to B in settlement of the transaction. 
On Day 2, X, after deducting fees of $2, 

makes payment of $98 to settle the 
transaction for the sale of goods from B to A. 
Under paragraph (a)(6) of § 1.6050W–1, X 
must report the amount of $100, the amount 
of the transaction on Day 1, without any 
reduction for fees or any other amount, as the 
gross amount of this reportable payment 
transaction on the annual information return 
filed under paragraph (a)(1) of § 1.6050W–1. 
Under paragraph (c)(1) of this section, X’s 
obligation, if any, to backup withhold arises 
on Day 1, the backup withholding obligation 
must be satisfied on Day 2, and the amount 
subject to backup withholding is $100 (the 
gross amount of the reportable payment 
transaction (as defined in paragraph (a)(6) of 
§ 1.6050W–1)). 

(d) Backup withholding from an 
alternate source—(1) In general. A payor 
may not withhold under section 3406 
from a source maintained by the payor 
other than the source with respect to 
which there exists a liability to 
withhold under section 3406 with 
respect to the payee. See section 3403 
and § 31.3403–1, which provide that the 
payor is liable for the amount required 
to be withheld regardless of whether the 
payor withholds. 

(2) Exceptions for backup withholding 
when there are no funds available—(i) 
Backup withholding from an alternative 
source. In the event there are no funds 
available in the source with respect to 
which there exists a liability to 
withhold under section 3406 with 
respect to the payee, the payor may 
withhold under section 3406 from 
another source maintained by the payee 
with the payor. The source from which 
the tax is withheld under section 3406 
must be payable to at least one of the 
persons listed on the account subject to 
withholding. If the account or source is 
not payable exclusively to the same 
person or persons listed on the account 
subject to withholding under section 
3406, then the payor must obtain a 
written statement from all other persons 
to whom the account or source is 
payable authorizing the payor to 
withhold under section 3406 from the 
alternative account or source. A payor 
that elects to withhold under section 
3406 from an alternative source may 
determine the account or source from 
which the tax is to be withheld, or may 
allow the payee to designate the 
alternative source. 

(ii) Deferral of withholding. If the 
payor cannot locate, with reasonable 
care (following procedures substantially 
similar to those set forth in 
§ 31.3406(d)–5(c)(3)(ii)(A) and (B)), an 
alternative source of cash from which 
the payor may satisfy its withholding 
obligation pursuant to paragraph 
(d)(2)(i) of this section, the payor may 
defer its obligation to withhold under 
section 3406 until the earlier of— 

(A) The date on which cash, in a 
sufficient amount to satisfy the 
obligation in full, is deposited in the 
account subject to withholding under 
section 3406; or 

(B) The close of the fourth calendar 
year after the obligation arose. 

(iii) Termination of obligation to 
backup withhold. If, at the close of the 
fourth calendar year after the backup 
withholding arose, the payor has not 
located an alternate source of cash from 
which the payor may satisfy its 
withholding obligation, and sufficient 
cash to satisfy the obligation in full has 
not been deposited in the account 
subject to withholding under section 
3406, then the obligation to backup 
withhold terminates at the close of the 
fourth calendar year. 

(e) Effective/applicability date. The 
provisions of this section apply to 
amounts paid after December 31, 2011. 
■ Par. 10. Section 31.3406(d)–1 is 
amended by revising paragraph (d) to 
read as follows: 

§ 31.3406(d)–1 Manner required for 
furnishing a taxpayer identification number. 

* * * * * 
(d) Rents, commissions, nonemployee 

compensation, certain fishing boat 
operators, and payment card and third 
party network transactions, etc.— 
Manner required for furnishing a 
taxpayer identification number. For 
accounts, contracts, or relationships 
subject to information reporting under 
section 6041 (relating to information 
reporting at source on rents, royalties, 
salaries, etc.), section 6041A(a) (relating 
to information reporting of payments for 
nonemployee services), section 6050A 
(relating to information reporting by 
certain fishing boat operators), section 
6050N (relating to information reporting 
of payments of royalties), or section 
6050W (relating to information 
reporting for payment card and third 
party network transactions), the payee 
must furnish the payee’s taxpayer 
identification number to the payor 
either orally or in writing. Except as 
provided in § 31.3406(d)–5, the payee is 
not required to certify under penalties of 
perjury that the taxpayer identification 
number is correct regardless of when the 
account, contract, or relationship is 
established. 
■ Par. 11. Section 31.6051–4 is 
amended by revising paragraph (c)(2) to 
read as follows: 

§ 31.6051–4 Statement required in case of 
backup withholding. 

* * * * * 
(c)* * * 
(2) The amount subject to reporting 

under section 6041, 6041A(a), 6042, 
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6044, 6045, 6049, 6050A, 6050N, or 
6050W whether or not the amount of the 
reportable payment is less than the 
amount for which an information return 
is required. If tax is withheld under 
section 3406, the statement must show 
the amount of the payment withheld 
upon; 
* * * * * 

PART 301—PROCEDURE AND 
ADMINISTRATION 

■ Par. 12. The authority citation for part 
301 continues to read in part as follows: 

Authority: 26 U.S.C. 7805 * * * 

■ Par. 13. Section 301.6721–1(g) is 
amended by: 
■ 1. Removing the language ‘‘or’’ at the 
end of paragraph (g)(3)(xii). 
■ 2. Redesignating paragraphs 
(g)(3)(viii), (g)(3)(ix), (g)(3)(x), (g)(3)(xi), 
(g)(3)(xii) and (g)(3)(xiii) as (g)(3)(ix), 
(g)(3)(x), (g)(3)(xi), (g)(3)(xii), (g)(3)(xiii) 
and (g)(3)(xiv). 
■ 3. Adding the language ‘‘or’’ at the end 
of newly designated paragraph 
(g)(3)(xiii). 
■ 4. Adding new paragraph (g)(3)(viii). 

The addition reads as follows: 

§ 301.6721–1 Failure to file correct 
information returns. 

* * * * * 
(g)* * * 
(3)* * * 
(viii) Section 6050W (relating to 

information returns with respect to 
payments made in settlement of 
payment card and third party network 
transactions (effective for information 
returns required to be filed for calendar 
years beginning after December 31, 
2010)), 
* * * * * 
■ Par. 14. Section 301.6722–1 is 
amended by: 
■ 1. Removing the language ‘‘and’’ at the 
end of paragraph (d)(2)(xviii). 
■ 2. Redesignating paragraphs 
(d)(2)(xvi), (d)(2)(xvii), (d)(2)(xviii) and 
(d)(2)(xix) as (d)(2)(xvii), (d)(2)(xviii), 
(d)(2)(xix) and (d)(2)(xx). 
■ 3. Adding new paragraph (d)(2)(xvi). 
■ 4. Adding the language ‘‘and’’ at the 
end of the newly designated paragraph 
(d)(2)(xix). 

The addition reads as follows: 

§ 301.6722–1 Failure to furnish correct 
payee statements. 

* * * * * 
(d)* * * 
(2)* * * 
(xvi) Section 6050W (relating to 

information returns with respect to 
payments made in settlement of 
payment card and third party network 
transactions (effective for information 

returns required to be filed for calendar 
years beginning after December 31, 
2010), generally the recipient copy), 
* * * * * 

Steven T. Miller, 
Deputy Commissioner for Services and 
Enforcement. 

Approved: August 3, 2010. 
Michael Mundaca, 
Assistant Secretary of the Treasury (Tax 
Policy). 
[FR Doc. 2010–20200 Filed 8–13–10; 8:45 am] 

BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

Office of Foreign Assets Control 

31 CFR Part 561 

Iranian Financial Sanctions 
Regulations 

AGENCY: Office of Foreign Assets 
Control, Treasury. 
ACTION: Final rule. 

SUMMARY: The Department of the 
Treasury’s Office of Foreign Assets 
Control (‘‘OFAC’’) is promulgating the 
Iranian Financial Sanctions Regulations, 
to implement provisions of the 
Comprehensive Iran Sanctions, 
Accountability, and Divestment Act of 
2010, which require the Secretary of the 
Treasury to prescribe certain 
regulations. These regulations also 
implement other related provisions of 
the aforementioned legislation. 
DATES: Effective date: August 16, 2010. 

Comment date: You may submit 
comments on or before October 15, 
2010. 
ADDRESSES: These regulations are not 
subject to the provisions of Executive 
Order 12866 and the Administrative 
Procedure Act (5 U.S.C. 553) that 
require notice of proposed rulemaking, 
opportunity for public participation, 
and a delayed effective date. 
Nevertheless, OFAC welcomes the 
submission of comments on this final 
rule. Please note that the submission of 
comments will not affect the final rule’s 
effective date, nor will OFAC be 
required to respond to the comments 
submitted or to amend or republish this 
final rule. You may submit comments 
by any of the following methods: 

Federal eRulemaking Portal: 
http://www.regulations.gov. 

Follow the instructions for submitting 
comments. 

Fax: Attn: Request for Comments 
(Iranian Financial Sanctions 
Regulations) Office of Prgm Policy & 
Implementation, 202/622–1657. 

Mail: Attn: Request for Comments 
(Iranian Financial Sanctions 
Regulations): Office of Prgm Policy & 
Implementation, Office of Foreign 
Assets Control, Department of the 
Treasury, 1500 Pennsylvania Avenue, 
NW., Washington, DC 20220. 

Instructions: All submissions received 
must be in writing and include the 
agency name and the Federal Register 
Doc. Number that appears at the end of 
this document. OFAC will not accept 
comments accompanied by a request 
that all or a part of the submission be 
treated confidentially because of its 
business proprietary nature or for any 
other reason. Comments received will 
be made available to the public via 
regulations.gov or upon request, without 
change and including any personal 
information provided. 
FOR FURTHER INFORMATION CONTACT: 
Assistant Director for Compliance, 
Outreach & Implementation, tel.: 202/ 
622–2490, Assistant Director for 
Licensing, tel.: 202/622–2480, Assistant 
Director for Policy, tel.: 202/622–4855, 
Office of Foreign Assets Control, or 
Chief Counsel (Foreign Assets Control), 
tel.: 202/622–2410, Office of the General 
Counsel, Department of the Treasury 
(not toll free numbers). 
SUPPLEMENTARY INFORMATION: 

Electronic and Facsimile Availability 
This document and additional 

information concerning OFAC are 
available from OFAC’s Web site 
(http://www.treas.gov/ofac). Certain 
general information pertaining to 
OFAC’s sanctions programs also is 
available via facsimile through a 24- 
hour fax-on-demand service, tel.: 202/ 
622–0077. 

Background 
On July 1, 2010, the President signed 

into law the Comprehensive Iran 
Sanctions, Accountability, and 
Divestment Act of 2010 (Pub. L. 111– 
195) (‘‘CISADA’’). In signing CISADA, 
the President stated that this act builds 
upon the recently adopted United 
Nations Security Council Resolution 
(‘‘UNSCR’’) 1929 (2010) and its strong 
foundation for new multilateral 
sanctions and provides a powerful tool 
against Iran’s development of nuclear 
weapons and support of terrorism. The 
President pointed out that the 
Government of Iran, for years, has 
violated its commitments under the 
NPT and defied United Nations Security 
Council resolutions calling on Iran to 
cease its proliferation-related activities 
and imposing sanctions for Iran’s failure 
to do so. 

The President went on to describe 
UNSCR 1929 as providing the toughest 
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and most comprehensive multilateral 
sanctions against the Government of 
Iran to date. UNSCR 1929, among other 
things, calls upon States to prohibit in 
their territories the opening of new 
branches, subsidiaries, or representative 
offices of Iranian banks; to prohibit 
Iranian banks from establishing or 
maintaining correspondent 
relationships with banks in their 
jurisdiction; and to prevent the 
provision of financial services, 
including insurance or re-insurance, if 
they have reasonable grounds to believe 
that these activities could contribute to 
Iran’s proliferation-sensitive nuclear 
activities or the development of nuclear 
weapon delivery systems. CISADA 
builds upon UNSCR 1929 by 
strengthening existing sanctions under 
the Iran Sanctions Act of 1996 (Pub. L. 
104–172, 50 U.S.C. 1701 note) and 
adding new mandatory sanctions on 
foreign financial institutions that 
facilitate Iran’s proliferation-related 
activities or support for terrorism or that 
do significant business with Iran’s 
Islamic Revolutionary Guard Corps 
(‘‘IRGC’’) or certain other blocked 
persons. 

Specifically, section 104(c) of 
CISADA requires the Secretary of the 
Treasury, not later than 90 days after the 
date of CISADA’s enactment, to 
prescribe regulations to prohibit, or 
impose strict conditions on, the opening 
or maintaining in the United States of a 
correspondent account or a payable- 
through account for a foreign financial 
institution that the Secretary finds 
knowingly: (1) Facilitates the efforts of 
the Government of Iran, including the 
IRGC or its agents or affiliates, to 
acquire or develop weapons of mass 
destruction (‘‘WMD’’) or delivery 
systems for WMD or to provide support 
for foreign terrorist organizations or acts 
of international terrorism; (2) facilitates 
the activities of a person subject to 
financial sanctions pursuant to UNSCRs 
1737 (2006), 1747 (2007), 1803 (2008), 
or 1929 (2010), or any other resolution 
adopted by the Security Council that 
imposes sanctions with respect to Iran; 
(3) engages in money laundering to 
carry out an activity described in (1) or 
(2); (4) facilitates efforts by the Central 
Bank of Iran or any other Iranian 
financial institution to carry out an 
activity described in (1) or (2); or (5) 
facilitates a significant transaction or 
transactions or provides significant 
financial services for (i) the IRGC or any 
of its agents or affiliates whose property 
and interests in property are blocked 
pursuant to the International Emergency 
Economic Powers Act (50 U.S.C. 1701 et 
seq.) (‘‘IEEPA’’), or (ii) a financial 

institution whose property and interests 
in property are blocked pursuant to 
IEEPA in connection with Iran’s 
proliferation of WMD or delivery 
systems for WMD, or Iran’s support for 
international terrorism. Section 104(c) 
of CISADA further states that the civil 
and criminal penalties provided for in 
IEEPA shall apply to a person that 
violates the regulations prescribed 
under that section. 

Section 104(d) of CISADA requires 
the Secretary of the Treasury, not later 
than 90 days after the date of CISADA’s 
enactment, to prescribe regulations to 
prohibit any person owned or controlled 
by a U.S. financial institution from 
knowingly engaging in transactions with 
or benefitting the IRGC or any of its 
agents or affiliates whose property or 
interests in property are blocked 
pursuant to IEEPA. Section 104(d) 
further states that the civil penalties 
provided for in IEEPA shall apply to a 
U.S. financial institution if a person 
owned or controlled by the U.S. 
financial institution violates the 
regulations prescribed under that 
section and the U.S. financial institution 
knew or should have known of that 
violation. 

Section 104(h) of CISADA requires 
the Secretary of the Treasury to consult 
with the Secretary of State in 
implementing sections 104(c) and 
104(d) of CISADA and the regulations 
prescribed under these subsections. 
Pursuant to section 104(h) of CISADA, 
the Secretary of the Treasury also may 
consult in his sole discretion with such 
other agencies and departments and 
such other interested parties as the 
Secretary considers appropriate. 

To implement these provisions of 
CISADA, OFAC is promulgating the 
Iranian Financial Sanctions Regulations, 
31 CFR part 561 (the ‘‘Regulations’’). 

Section 561.101 of the Regulations 
clarifies the relation of this part to other 
laws and regulations. Section 561.201 of 
the Regulations implements subsection 
104(c) of CISADA, while § 561.202 of 
the Regulations implements subsection 
104(d) of CISADA. The names of foreign 
financial institutions that are found by 
the Secretary of the Treasury to 
knowingly engage in the activities 
described in § 561.201(a) of the 
Regulations, and for which U.S. 
financial institutions may not open or 
maintain correspondent accounts or 
payable-through accounts in the United 
States, will be published in the Federal 
Register and listed in appendix A to 
part 561. 

Subpart C of the Regulations defines 
key terms used throughout the 
Regulations, and subpart D contains 
interpretive sections regarding the 

Regulations. Section 561.404 of subpart 
D of the Regulations sets forth the types 
of factors that, as a general matter, the 
Secretary of the Treasury will consider 
in determining, for purposes of 
paragraph (a)(5) of § 561.201, whether 
transactions or financial services are 
significant. Subpart E of the Regulations 
contains certain licensing provisions, 
including a general license in § 561.504 
authorizing transactions related to 
winding down and closing a 
correspondent account or a payable- 
through account. 

Subpart F of the Regulations refers to 
subpart C of part 501 for applicable 
recordkeeping and reporting 
requirements. Subpart G of the 
Regulations describes the civil and 
criminal penalties applicable to 
violations of the Regulations, as well as 
the procedures governing the potential 
imposition of a civil monetary penalty. 
Subpart G also refers to appendix A of 
part 501 for a more complete 
description of these procedures. 

Subpart H of the Regulations refers to 
subpart E of part 501 for applicable 
provisions relating to administrative 
procedures and contains a delegation of 
authority by the Secretary of the 
Treasury. Subpart I of the Regulations 
sets forth a Paperwork Reduction Act 
notice. 

Public Participation 
Because the Regulations involve a 

foreign affairs function, the provisions 
of Executive Order 12866 and the 
Administrative Procedure Act (5 U.S.C. 
553) requiring notice of proposed 
rulemaking, opportunity for public 
participation, and delay in effective date 
are inapplicable. Because no notice of 
proposed rulemaking is required for this 
rule, the Regulatory Flexibility Act (5 
U.S.C. 601–612) does not apply. 

Paperwork Reduction Act 
The collections of information related 

to the Regulations are contained in 31 
CFR part 501 (the ‘‘Reporting, 
Procedures and Penalties Regulations’’). 
Pursuant to the Paperwork Reduction 
Act of 1995 (44 U.S.C. 3507), those 
collections of information have been 
approved by the Office of Management 
and Budget under control number 1505– 
0164. An agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless the collection of information 
displays a valid control number. 

List of Subjects in 31 CFR Part 561 
Administrative practice and 

procedure, Banks, Banking, Brokers, 
Foreign Trade, Investments, Loans, 
Securities, Iran. 
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■ For the reasons set forth in the 
preamble, the Department of the 
Treasury’s Office of Foreign Assets 
Control adds part 561 to 31 CFR chapter 
V to read as follows: 

PART 561—IRANIAN FINANCIAL 
SANCTIONS REGULATIONS 

Subpart A—Relation of This Part to Other 
Laws and Regulations 
Sec. 
561.101 Relation of this part to other laws 

and regulations. 

Subpart B—Prohibitions 
561.201 Prohibitions with respect to 

correspondent accounts or payable- 
through accounts of certain foreign 
financial institutions. 

561.202 Prohibitions on persons owned or 
controlled by U.S. financial institutions. 

Subpart C—General Definitions 
561.301 Effective date. 
561.302 UNSC Resolution 1737. 
561.303 UNSC Resolution 1747. 
561.304 UNSC Resolution 1803. 
561.305 UNSC Resolution 1929. 
561.306 Correspondent account. 
561.307 Payable-through account. 
561.308 Foreign financial institution. 
561.309 U.S. financial institution. 
561.310 Money laundering. 
561.311 Agent. 
561.312 Act of international terrorism. 
561.313 Financial services. 
561.314 Knowingly. 
561.315 Person. 
561.316 Entity. 
561.317 Money service businesses. 

Subpart D—Interpretations 
561.401 Reference to amended sections. 
561.402 Effect of amendment. 
561.403 Facilitation of certain efforts, 

activities, or transactions by foreign 
financial institutions. 

561.404 Significant transaction or 
transactions; significant financial 
services. 

561.405 Entities owned by a person whose 
property and interests in property are 
blocked. 

Subpart E—Licenses, Authorizations, and 
Statements of Licensing Policy 
561.501 General and specific licensing 

procedures. 
561.502 Effect of license or authorization. 
561.503 Exclusion from licenses. 
561.504 Transactions related to closing a 

correspondent account or payable- 
through account. 

Subpart F—Reports 
561.601 Records and reports. 

Subpart G—Penalties 
561.701 Penalties. 
561.702 Pre-Penalty Notice; settlement. 
561.703 Penalty imposition. 
561.704 Administrative collection; referral 

to United States Department of Justice. 

Subpart H—Procedures 
561.801 Procedures. 

561.802 Delegation by the Secretary of the 
Treasury. 

561.803 Consultations. 

Subpart I—Paperwork Reduction Act 

561.901 Paperwork Reduction Act notice. 
Appendix A to Part 561—[Reserved] 

Authority: 3 U.S.C. 301; 31 U.S.C. 321(b); 
Pub. L. 101–410, 104 Stat. 890 (28 U.S.C. 
2461 note); Pub. L. 111–195, 124 Stat. 1312. 

Subpart A—Relation of This Part to 
Other Laws and Regulations 

§ 561.101 Relation of this part to other 
laws and regulations. 

This part is separate from, and 
independent of, the other parts of this 
chapter, with the exception of part 501 
of this chapter, the recordkeeping and 
reporting requirements and license 
application and other procedures of 
which apply to this part. Actions taken 
pursuant to part 501 of this chapter with 
respect to the prohibitions contained in 
this part or the conditions imposed 
pursuant to this part are considered 
actions taken pursuant to this part. 
Differing foreign policy and national 
security circumstances may result in 
differing interpretations of similar 
language among the parts of this 
chapter. No license or authorization 
contained in or issued pursuant to those 
other parts authorizes any transaction 
prohibited by this part. No license or 
authorization contained in or issued 
pursuant to any other provision of law 
or regulation authorizes any transaction 
prohibited by this part. No license or 
authorization contained in or issued 
pursuant to this part relieves the 
involved parties from complying with 
any other applicable laws or regulations. 

Subpart B—Prohibitions 

§ 561.201 Prohibitions or strict conditions 
with respect to correspondent accounts or 
payable-through accounts of certain foreign 
financial institutions identified by the 
Secretary of the Treasury. 

Upon a finding by the Secretary of the 
Treasury that a foreign financial 
institution knowingly engages in one or 
more of the activities described in 
paragraphs (a)(1) through (a)(5) of this 
section, consistent with the Secretary of 
the Treasury’s authorities under the 
Comprehensive Iran Sanctions, 
Accountability, and Divestment Act of 
2010 (Pub. L. 111–195), either the 
Secretary of the Treasury will issue an 
order or regulation imposing one or 
more strict conditions, as set forth in 
paragraph (b) of this section, on the 
opening or maintaining of a 
correspondent account or a payable- 
through account in the United States for 
that foreign financial institution, or, as 

set forth in paragraph (c) of this section, 
the name of that foreign financial 
institution will be added to Appendix A 
to this part, and a U.S. financial 
institution shall be prohibited from 
opening or maintaining a correspondent 
account or a payable-through account in 
the United States for that foreign 
financial institution. 

(a) A foreign financial institution 
engages in an activity described in this 
paragraph if, in any location or 
currency, the foreign financial 
institution knowingly: 

(1) Facilitates the efforts of the 
Government of Iran (including efforts of 
Iran’s Islamic Revolutionary Guard 
Corps or any of its agents or affiliates)— 

(i) To acquire or develop weapons of 
mass destruction or delivery systems for 
weapons of mass destruction; or 

(ii) To provide support for 
organizations designated as foreign 
terrorist organizations under section 
219(a) of the Immigration and 
Nationality Act (8 USC 1189(a)) or 
support for acts of international 
terrorism, as defined in section 561.312 
of this part; 

(2) Facilitates the activities of a 
person subject to financial sanctions 
pursuant to United Nations Security 
Council Resolutions 1737, 1747, 1803, 
or 1929, or any other resolution adopted 
by the Security Council that imposes 
sanctions with respect to Iran; 

Note to paragraph (a)(2) of § 561.201: 
Persons subject to financial sanctions 
pursuant to the United Nations Security 
Council resolutions listed in paragraph (a)(2) 
of § 561.201 include individuals and entities 
listed in the Annex to UNSC Resolution 
1737, Annex I of UNSC Resolution 1747, 
Annexes I and III of UNSC Resolution 1803, 
and Annexes I, II, and III of UNSC Resolution 
1929; and individuals and entities designated 
by the Security Council or by the Committee 
established pursuant to UNSC Resolution 
1737 (the ‘‘Committee’’) as being engaged in, 
directly associated with or providing support 
for Iran’s proliferation sensitive nuclear 
activities, or the development of nuclear 
weapon delivery systems; and individuals 
and entities acting on behalf of or at the 
direction of those so listed or designated; and 
entities owned or controlled by those so 
listed or designated; and individuals and 
entities determined by the Security Council 
or the Committee to have assisted listed or 
designated individuals or entities in evading 
sanctions of, or in violating the provisions of, 
UNSC Resolutions 1737, 1747, 1803, or 1929. 

(3) Engages in money laundering to 
carry out an activity described in 
paragraphs (a)(1) or (a)(2) of this section; 

(4) Facilitates efforts by the Central 
Bank of Iran or any other Iranian 
financial institution to carry out an 
activity described in paragraphs (a)(1) or 
(a)(2) of this section; or 
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(5) Facilitates a significant transaction 
or transactions or provides significant 
financial services for— 

(i) Iran’s Islamic Revolutionary Guard 
Corps or any of its agents or affiliates 
whose property and interests in 
property are blocked pursuant to the 
International Emergency Economic 
Powers Act (50 USC 1701 et seq.); or 

(ii) A financial institution whose 
property and interests in property are 
blocked pursuant to parts 544 or 594 of 
this chapter in connection with Iran’s 
proliferation of weapons of mass 
destruction or delivery systems for 
weapons of mass destruction or Iran’s 
support for international terrorism. 

Note to paragraph (a)(5) of § 561.201: The 
names of persons whose property and 
interests in property are blocked pursuant to 
the International Emergency Economic 
Powers Act (50 USC 1701 et seq.) are 
published on the Office of Foreign Assets 
Control’s Specially Designated Nationals and 
Blocked Persons List (‘‘SDN’’ list) (which is 
accessible via the Office of Foreign Assets 
Control’s Web site), published in the Federal 
Register, and incorporated into Appendix A 
to this chapter. Agents or affiliates of Iran’s 
Islamic Revolutionary Guard Corps (‘‘IRGC’’) 
whose property and interests in property are 
blocked pursuant to the International 
Emergency Economic Powers Act are 
identified by a special reference to the 
‘‘IRGC’’ at the end of their entries on the SDN 
list, in addition to the reference to the 
regulatory part of this chapter pursuant to 
which their property and interests in 
property are blocked. For example, an 
affiliate of the IRGC whose property and 
interests in property are blocked pursuant to 
the Weapons of Mass Destruction 
Proliferators Sanctions Regulations, 31 CFR 
part 544, will have the tag ‘‘[NPWMD][IRGC]’’ 
at the end of its entry on the SDN list. 
Financial institutions whose property and 
interests in property are blocked pursuant to 
parts 544 or 594 of this chapter in connection 
with Iran’s proliferation of weapons of mass 
destruction or delivery systems for weapons 
of mass destruction or Iran’s support for 
international terrorism also are identified by 
tags which reference this part in addition to 
part 544 or part 594, as the case may be, 
located at the end of their entries on the SDN 
list (e.g., [NPWMD][IFSR] or [SDGT][IFSR]). 
OFAC’s electronic SDN list can be found at 
the following URL: http://www.treas.gov/ 
offices/enforcement/ofac/sdn/sdnlist.txt. In 
addition, see § 561.405 concerning entities 
that may not be listed on the SDN list but 
whose property and interests in property are 
nevertheless blocked. 

(b) The Secretary of the Treasury by 
order or regulation may impose one or 
more strict conditions on the opening or 
maintaining by a U.S. financial 
institution of a correspondent account 
or a payable-through account in the 
United States for a foreign financial 
institution that the Secretary finds 
engages in one or more of the activities 

described in paragraph (a) of this 
section. The prohibition in paragraph (c) 
of this section on the opening or 
maintaining of a correspondent account 
or a payable-through account in the 
United States for a foreign financial 
institution shall not apply if the 
Secretary of the Treasury has imposed 
one or more strict conditions pursuant 
to this paragraph on the opening or 
maintaining of a correspondent account 
or payable-through account for that 
foreign financial institution, and such 
condition or conditions remain in effect. 
Such conditions may include, but are 
not limited to, the following: 

(1) Prohibiting any provision of trade 
finance through the correspondent 
account or payable-through account of 
the foreign financial institution; 

(2) Restricting the transactions that 
may be processed through the 
correspondent account or payable- 
through account of the foreign financial 
institution to certain types of 
transactions, such as personal 
remittances; 

(3) Placing monetary limits on the 
transactions that may be processed 
through the correspondent account or 
payable-through account of the foreign 
financial institution; or 

(4) Requiring pre-approval from the 
U.S. financial institution for all 
transactions processed through the 
correspondent account or payable- 
through account of the foreign financial 
institution. 

Note to paragraph (b) of § 561.201: The 
actual condition(s) to be imposed will be 
specified upon the identification of the 
foreign financial institution in the order or 
regulation issued by the Secretary of the 
Treasury. 

(c) Except to the extent paragraph (b) 
of this section applies, and except as 
otherwise authorized pursuant to this 
part, a U.S. financial institution shall 
not open or maintain a correspondent 
account or a payable-through account in 
the United States for a foreign financial 
institution that the Secretary of the 
Treasury finds engages in one or more 
of the activities described in paragraph 
(a) of this section. The names of foreign 
financial institutions that are found by 
the Secretary of the Treasury to engage 
in one or more of the activities 
described in paragraph (a) of this 
section, and for which U.S. financial 
institutions may not open or maintain 
correspondent accounts or payable- 
through accounts as provided in this 
paragraph, will be listed in Appendix A 
to this part. 

§ 561.202 Prohibitions on persons owned 
or controlled by U.S. financial institutions. 

Except as otherwise authorized 
pursuant to this part, any person that is 
owned or controlled by a U.S. financial 
institution is prohibited from knowingly 
engaging in any transaction with or 
benefitting Iran’s Islamic Revolutionary 
Guard Corps or any of its agents or 
affiliates whose property and interests 
in property are blocked pursuant to the 
International Emergency Economic 
Powers Act (50 USC 1701 et seq.). 

Note 1 to § 561.202: The names of persons 
whose property and interests in property are 
blocked pursuant to the International 
Emergency Economic Powers Act (50 USC 
1701 et seq.) are published on the Office of 
Foreign Assets Control’s Specially 
Designated Nationals and Blocked Persons 
List (‘‘SDN’’ list) (which is accessible via the 
Office of Foreign Assets Control’s Web site), 
published in the Federal Register, and 
incorporated into Appendix A to this 
chapter. Agents or affiliates of Iran’s Islamic 
Revolutionary Guard Corps (‘‘IRGC’’) whose 
property and interests in property are 
blocked pursuant to the International 
Emergency Economic Powers Act (50 USC 
1701 et seq.) are identified by a special 
reference to the ‘‘IRGC’’ at the end of their 
entries on the SDN list, in addition to the 
reference to the regulatory part of this 
chapter pursuant to which their property and 
interests in property are blocked. For 
example, an affiliate of the IRGC whose 
property and interests in property are 
blocked pursuant to the Weapons of Mass 
Destruction Proliferators Sanctions 
Regulations, 31 CFR part 544, will have the 
tag ‘‘[NPWMD][IRGC]’’ at the end of its entry 
on the SDN list. OFAC’s electronic SDN list 
can be found at the following URL: http:// 
www.treas.gov/offices/enforcement/ofac/sdn/ 
sdnlist.txt. In addition, see § 561.405 
concerning entities that may not be listed on 
the SDN list but whose property and interests 
in property are nevertheless blocked. 

Note 2 to § 561.202: A U.S. financial 
institution is subject to the civil penalties 
provided for in section 206(b) of the 
International Emergency Economic Powers 
Act (50 U.S.C. 1705(b)) if any person that it 
owns or controls violates the prohibition set 
forth in this section and the U.S. financial 
institution knew or should have known of 
such violation. See § 561.701(a)(2). 

Subpart C–General Definitions 

§ 561.301 Effective date. 
(a) The effective date of a prohibition 

or condition imposed pursuant to 
§ 561.201 on the opening or maintaining 
of a correspondent account or a payable- 
through account in the United States by 
a U.S. financial institution for a 
particular foreign financial institution is 
the earlier of the date the U.S. financial 
institution receives actual or 
constructive notice of such prohibition 
or condition. 
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(b) The effective date of the 
prohibition contained in § 561.202 with 
respect to Iran’s Islamic Revolutionary 
Guard Corps and any of its agents or 
affiliates whose property and interests 
in property are blocked as of August 16, 
2010 is August 16, 2010; 

(c) The effective date of the 
prohibition contained in § 561.202 with 
respect to an agent or affiliate of Iran’s 
Islamic Revolutionary Guard Corps 
whose property and interests in 
property become blocked after August 
16, 2010 is the earlier of the date of 
actual or constructive notice that such 
person’s property and interests in 
property are blocked. 

§ 561.302 UNSC Resolution 1737. 
The term UNSC Resolution 1737 

means United Nations Security Council 
Resolution 1737, adopted December 23, 
2006. 

§ 561.303 UNSC Resolution 1747. 
The term UNSC Resolution 1747 

means United Nations Security Council 
Resolution 1747, adopted March 24, 
2007. 

§ 561.304 UNSC Resolution 1803. 
The term UNSC Resolution 1803 

means United Nations Security Council 
Resolution 1803, adopted March 3, 
2008. 

§ 561.305 UNSC Resolution 1929. 
The term UNSC Resolution 1929 

means United Nations Security Council 
Resolution 1929, adopted June 9, 2010. 

§ 561.306 Correspondent account. 
For purposes of this part, the term 

correspondent account means an 
account established by a U.S. financial 
institution for a foreign financial 
institution to receive deposits from, or 
to make payments on behalf of, the 
foreign financial institution, or to 
handle other financial transactions 
related to such foreign financial 
institution. 

§ 561.307 Payable-through account. 
For purposes of this part, the term 

payable-through account means a 
correspondent account maintained by a 
U.S. financial institution for a foreign 
financial institution by means of which 
the foreign financial institution permits 
its customers to engage, either directly 
or through a subaccount, in banking 
activities usual in connection with the 
business of banking in the United 
States. 

§ 561.308 Foreign financial institution. 
For purposes of this part, the term 

foreign financial institution means any 
foreign entity that is engaged in the 

business of accepting deposits, making, 
granting, transferring, holding, or 
brokering loans or credits, or purchasing 
or selling foreign exchange, securities, 
commodity futures or options, or 
procuring purchasers and sellers 
thereof, as principal or agent. It includes 
but is not limited to depository 
institutions, banks, savings banks, 
money service businesses, trust 
companies, securities brokers and 
dealers, commodity futures and options 
brokers and dealers, forward contract 
and foreign exchange merchants, 
securities and commodities exchanges, 
clearing corporations, investment 
companies, employee benefit plans, and 
holding companies, affiliates, or 
subsidiaries of any of the foregoing. The 
term does not include the international 
financial institutions identified in 22 
U.S.C. 262r(c)(2), the International Fund 
for Agricultural Development, or the 
North American Development Bank. 

§ 561.309 U.S. financial institution. 

For purposes of this part, the term 
U.S. financial institution means any 
U.S. entity that is engaged in the 
business of accepting deposits, making, 
granting, transferring, holding, or 
brokering loans or credits, or purchasing 
or selling foreign exchange, securities, 
commodity futures or options, or 
procuring purchasers and sellers 
thereof, as principal or agent. It includes 
but is not limited to depository 
institutions, banks, savings banks, 
money service businesses, trust 
companies, insurance companies, 
securities brokers and dealers, 
commodity futures and options brokers 
and dealers, forward contract and 
foreign exchange merchants, securities 
and commodities exchanges, clearing 
corporations, investment companies, 
employee benefit plans, and U.S. 
holding companies, U.S. affiliates, or 
U.S. subsidiaries of any of the foregoing. 
This term includes those branches, 
offices, and agencies of foreign financial 
institutions that are located in the 
United States, but not such institutions’ 
foreign branches, offices, or agencies. 

§ 561.310 Money laundering. 

For purposes of this part, the term 
money laundering means engaging in 
deceptive practices to obscure the 
nature of transactions involving the 
movement of illicit cash or illicit cash 
equivalent proceeds into, out of, or 
through a country, or into, out of, or 
through a financial institution, such that 
the transactions are made to appear 
legitimate. 

§ 561.311 Agent. 
For purposes of this part, the term 

agent includes an entity established by 
a person for purposes of conducting 
transactions on behalf of the person in 
order to conceal the identity of the 
person. 

§ 561.312 Act of international terrorism. 
For purposes of this part, the term act 

of international terrorism has the same 
definition as that provided under 
section 14 of the Iran Sanctions Act of 
1996 (50 U.S.C. 1701 note). As of the 
date of publication in the Federal 
Register of the final rule adding this 
part to 31 CFR chapter V, August 16, 
2010, the term act of international 
terrorism means an act which is violent 
or dangerous to human life and that is 
a violation of the criminal laws of the 
United States or of any state or that 
would be a criminal violation if 
committed within the jurisdiction of the 
United States or any state and which 
appears to be intended to intimidate or 
coerce a civilian population; to 
influence the policy of a government by 
intimidation or coercion; or to affect the 
conduct of a government by 
assassination or kidnapping. 

§ 561.313 Financial services. 
For purposes of paragraph (a)(5) of 

§ 561.201, the term financial services 
includes loans, transfers, accounts, 
insurance, investments, securities, 
guarantees, foreign exchange, letters of 
credit, and commodity futures or 
options. 

§ 561.314 Knowingly. 
For purposes of this part, the term 

knowingly, with respect to conduct, a 
circumstance, or a result, means that a 
person has actual knowledge, or should 
have known, of the conduct, the 
circumstance, or the result. 

§ 561.315 Person. 
The term person means an individual 

or entity. 

§ 561.316 Entity. 
The term entity means a partnership, 

association, trust, joint venture, 
corporation, or other organization. 

§ 561.317 Money service businesses. 
For purposes of this part, the term 

money service businesses means any 
agent, agency, branch, or office of any 
person doing business, whether or not 
on a regular basis or as an organized 
business concern, in one or more of the 
capacities listed in 31 CFR 103.11(uu)(1) 
through (uu)(5). The term does not 
include a bank or a person registered 
with, and regulated or examined by, the 
Securities and Exchange Commission or 
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the Commodity Futures Trading 
Commission. 

Subpart D—Interpretations 

§ 561.401 Reference to amended sections. 
Except as otherwise specified, 

reference to any provision in or 
appendix to this part or chapter or to 
any regulation, ruling, order, 
instruction, directive, or license issued 
pursuant to this part refers to the same 
as currently amended. 

§ 561.402 Effect of amendment. 
Unless otherwise specifically 

provided, any amendment, 
modification, or revocation of any 
provision in or appendix to this part or 
chapter or of any order, regulation, 
ruling, instruction, or license issued by 
the Office of Foreign Assets Control 
does not affect any act done or omitted, 
or any civil or criminal proceeding 
commenced or pending, prior to such 
amendment, modification, or 
revocation. All penalties, forfeitures, 
and liabilities under any such order, 
regulation, ruling, instruction, or license 
continue and may be enforced as if such 
amendment, modification, or revocation 
had not been made. 

§ 561.403 Facilitation of certain efforts, 
activities, or transactions by foreign 
financial institutions. 

For purposes of § 561.201, the term 
facilitate used with respect to certain 
efforts, activities, or transactions refers 
to the provision of assistance by a 
foreign financial institution for those 
efforts, activities, or transactions, 
including, but not limited to, the 
provision of currency, financial 
instruments, securities, or any other 
transmission of value; purchasing; 
selling; transporting; swapping; 
brokering; financing; approving; 
guaranteeing; or the provision of other 
services of any kind; or the provision of 
personnel; or the provision of software, 
technology, or goods of any kind. 

§ 561.404 Significant transaction or 
transactions; significant financial services. 

In determining, for purposes of 
paragraph (a)(5) of § 561.201, whether a 
transaction is significant, whether 
transactions are significant, or whether 
financial services are significant, the 
Secretary of the Treasury may consider 
the totality of the facts and 
circumstances. As a general matter, the 
Secretary may consider some or all of 
the following factors: 

(a) Size, Number, and Frequency: The 
size, number, and frequency of 
transactions or financial services 
performed over a period of time, 
including whether the transactions or 

financial services are increasing or 
decreasing over time and the rate of 
increase or decrease. 

(b) Nature: The nature of the 
transaction(s) or financial services, 
including the type, complexity, and 
commercial purpose of the 
transaction(s) or financial services. 

(c) Level of Awareness; Pattern of 
Conduct: 

(1) Whether the transaction(s) or 
financial service(s) are performed with 
the involvement or approval of 
management or only by clerical 
personnel; and 

(2) Whether the transaction(s) or 
financial services are part of a pattern of 
conduct or the result of a business 
development strategy. 

(d) Nexus: The proximity between the 
party to the transaction or transactions 
or the provider of the financial services 
and a blocked person described in 
paragraph (a)(5)(i) or (ii) of § 561.201. 
For example, a transaction or financial 
service in which a foreign financial 
institution provides brokerage or 
clearing services to such a blocked 
person in a direct customer relationship 
generally would be of greater 
significance than a transaction or 
financial service a foreign financial 
institution provides to such a blocked 
person in an indirect or tertiary 
relationship. 

(e) Impact: The impact of the 
transaction(s) or financial services on 
the objectives of the Comprehensive 
Iran Sanctions, Accountability, and 
Divestment Act of 2010, including: 

(1) The economic or other benefit 
conferred or attempted to be conferred 
on a blocked person described in 
paragraph (a)(5)(i) or (ii) of § 561.201; 

(2) Whether and how the 
transaction(s) or financial services 
contribute to the proliferation of 
weapons of mass destruction or delivery 
systems for such weapons, to support 
for international terrorism, or to the 
suppression of human rights; and 

(3) Whether the transaction(s) or 
financial services support humanitarian 
activity or involve the payment of basic 
expenses as specified in and authorized 
pursuant to UNSC Resolution 1737 or 
the payment of extraordinary expenses 
that have been authorized by the 
Sanctions Committee established 
pursuant to UNSC Resolution 1737. 

(f) Deceptive Practices: Whether the 
transaction(s) or financial services 
involve an attempt to obscure or conceal 
the actual parties or true nature of the 
transaction(s) or financial service(s). 

(g) Other Relevant Factors: Such other 
factors that the Secretary deems relevant 
on a case-by-case basis in determining 

the significance of a transaction, 
transactions, or financial services. 

§ 561.405 Entities owned by a person 
whose property and interests in property 
are blocked. 

A person whose property and 
interests in property are blocked 
pursuant to the International Emergency 
Economic Powers Act (50 U.S.C. 1701 et 
seq.) has an interest in all property and 
interests in property of an entity in 
which it owns, directly or indirectly, a 
50 percent or greater interest. The 
property and interests in property of 
such an entity, therefore, are blocked, 
and such an entity is a person whose 
property and interests in property are 
blocked pursuant to the International 
Emergency Economic Powers Act (50 
U.S.C. 1701 et seq.), regardless of 
whether the entity itself is listed in 
Appendix A to this chapter. 

Subpart E—Licenses, Authorizations, 
and Statements of Licensing Policy 

§ 561.501 General and specific licensing 
procedures. 

For provisions relating to licensing 
procedures, see part 501, subpart E of 
this chapter. Licensing actions taken 
pursuant to part 501 of this chapter with 
respect to the prohibitions contained in 
this part or conditions imposed 
pursuant to this part are considered 
actions taken pursuant to this part. 

§ 561.502 Effect of license or 
authorization. 

(a) No license or other authorization 
contained in this part, or otherwise 
issued by the Office of Foreign Assets 
Control, authorizes or validates any 
transaction effected prior to the issuance 
of such license or other authorization, 
unless specifically provided in such 
license or authorization. 

(b) No regulation, ruling, instruction, 
or license authorizes any transaction 
prohibited under this part unless the 
regulation, ruling, instruction, or license 
is issued by the Office of Foreign Assets 
Control and specifically refers to this 
part. No regulation, ruling, instruction, 
or license referring to this part shall be 
deemed to authorize any transaction 
prohibited by any other part of this 
chapter unless the regulation, ruling, 
instruction, or license specifically refers 
to such part. 

(c) Any regulation, ruling, instruction, 
or license authorizing any transaction 
otherwise prohibited under this part has 
the effect of removing a prohibition 
contained in this part from the 
transaction, but only to the extent 
specifically stated by its terms. Unless 
the regulation, ruling, instruction, or 
license otherwise specifies, such an 
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authorization does not create any right, 
duty, obligation, claim, or interest in, or 
with respect to, any property which 
would not otherwise exist under 
ordinary principles of law. 

§ 561.503 Exclusion from licenses. 
The Office of Foreign Assets Control 

reserves the right to exclude any person, 
property, or transaction from the 
operation of any license or from the 
privileges conferred by any license. The 
Office of Foreign Assets Control also 
reserves the right to restrict the 
applicability of any license to particular 
persons, property, transactions, or 
classes thereof. Such actions are binding 
upon actual or constructive notice of the 
exclusions or restrictions. 

§ 561.504 Transactions related to closing a 
correspondent account or payable-through 
account. 

(a) During the 10-day period 
beginning on the effective date of the 
prohibition in § 561.201(c) on the 
opening or maintaining of a 
correspondent account or a payable- 
through account for a foreign financial 
institution listed in Appendix A to this 
part, U.S. financial institutions that 
maintain correspondent accounts or 
payable-through accounts for the foreign 
financial institution are authorized to: 

(1) Process only those transactions 
through the account, or permit the 
foreign financial institution to execute 
only those transactions through the 
account, that are for the purpose of, and 
necessary for, closing the account; and 

(2) Transfer the funds remaining in 
the correspondent account or the 
payable-through account to an account 
of the foreign financial institution 
located outside of the United States and 
close the correspondent account or the 
payable-through account. 

(b) Specific licenses may be issued on 
a case-by-case basis to authorize 
transactions by a U.S. financial 
institution with respect to a 
correspondent account or a payable- 
through account maintained by the U.S. 
financial institution for a foreign 
financial institution listed in Appendix 
A to this part that are outside the scope 
of the transactions authorized in 
paragraph (a) of this section and/or that 
occur beyond the [10-day] period 
authorized in that paragraph. 

(c) Nothing in this section authorizes 
the opening of a correspondent account 
or payable-through account for a foreign 
financial institution listed in Appendix 
A to this part. 

Note to § 561.504: This section does not 
authorize a U.S. financial institution to 
unblock property or interests in property, or 
to engage in any transaction or dealing in 

property or interests in property, blocked 
pursuant to any other part of this chapter in 
the process of closing a correspondent 
account or a payable-through account for a 
foreign financial institution listed in 
Appendix A to this part. See § 561.101. 

Subpart F—Reports 

§ 561.601 Records and reports. 
For provisions relating to required 

records and reports, see part 501, 
subpart C, of this chapter. 

Subpart G—Penalties 

§ 561.701 Penalties. 
(a) Civil Penalties. (1) As set forth in 

section 104(c) of the Comprehensive 
Iran Sanctions, Accountability, and 
Divestment Act of 2010 (Pub. L. 111– 
195) (‘‘CISADA’’), a civil penalty not to 
exceed the amount set forth in section 
206(b) of the International Emergency 
Economic Powers Act (‘‘IEEPA’’)(50 
U.S.C. 1705(b)) may be imposed on any 
person who violates, attempts to violate, 
conspires to violate, or causes a 
violation of any order or regulation 
issued pursuant to § 561.201(b) or of the 
prohibition in § 561.201(c) or of any 
license set forth in or issued pursuant to 
this part concerning such order, 
regulation, or prohibition. 

(2) As set forth in section 104(d) of 
CISADA, a civil penalty not to exceed 
the amount set forth in section 206(b) of 
IEEPA may be imposed on a U.S. 
financial institution if: 

(i) A person owned or controlled by 
the U.S. financial institution violates, 
attempts to violate, conspires to violate, 
or causes a violation of the prohibition 
in § 561.202 or of any order, regulation, 
or license set forth in or issued pursuant 
to this part concerning such prohibition; 
and 

(ii) The U.S. financial institution 
knew or should have known that the 
person violated, attempted to violate, 
conspired to violate, or caused a 
violation of such prohibition. 

Note to paragraph (a) of § 561.701: As of 
the date of publication in the Federal 
Register of the final rule adding this part to 
31 CFR chapter V, August 16, 2010, IEEPA 
provides for a maximum civil penalty not to 
exceed the greater of $250,000 or an amount 
that is twice the amount of the transaction 
that is the basis of the violation with respect 
to which the penalty is imposed. 

(b) Criminal Penalty. As set forth in 
section 104(c) of CISADA, a person who 
willfully commits, willfully attempts to 
commit, or willfully conspires to 
commit, or aids or abets in the 
commission of a violation of any order 
or regulation issued pursuant to 
§ 561.201(b) or of the prohibition in 
§ 561.201(c) shall, upon conviction, be 

fined not more than $1,000,000, or if a 
natural person, be imprisoned for not 
more than 20 years, or both. 

(c) Adjustments to penalty amounts. 
(1) The civil penalties provided in 
IEEPA are subject to adjustment 
pursuant to the Federal Civil Penalties 
Inflation Adjustment Act of 1990 (Pub. 
L. 101–410, as amended, 28 U.S.C. 2461 
note). 

(2) The criminal penalties provided in 
IEEPA are subject to adjustment 
pursuant to 18 U.S.C. 3571. 

(d) Attention is also directed to 18 
U.S.C. 1001, which provides that 
‘‘whoever, in any matter within the 
jurisdiction of the executive, legislative, 
or judicial branch of the Government of 
the United States, knowingly and 
willfully falsifies, conceals, or covers up 
by any trick, scheme, or device a 
material fact; makes any materially 
false, fictitious, or fraudulent statement 
or representation; or makes or uses any 
false writing or document knowing the 
same to contain any materially false, 
fictitious, or fraudulent statement or 
entry’’ shall be fined under title 18, 
United States Code, imprisoned, or 
both. 

(e) Violations of this part may also be 
subject to relevant provisions of other 
applicable laws. 

§ 561.702 Pre-Penalty Notice; settlement. 
(a) When required. If the Office of 

Foreign Assets Control has reason to 
believe that there has occurred a 
violation of any provision of this part or 
a violation of the provisions of any 
license, ruling, regulation, order, 
direction, or instruction issued by or 
pursuant to the direction or 
authorization of the Secretary of the 
Treasury pursuant to this part or 
otherwise under IEEPA and determines 
that a civil monetary penalty may be 
warranted, the Office of Foreign Assets 
Control may issue a Pre-Penalty Notice 
informing the alleged violator of the 
agency’s intent to impose a monetary 
penalty. A Pre-Penalty Notice shall be in 
writing. The Pre-Penalty Notice may be 
issued whether or not another agency 
has taken any action with respect to the 
matter. For a description of the contents 
of a Pre-Penalty Notice, see Appendix A 
to part 501 of this chapter. 

(b)(1) Right to respond. An alleged 
violator has the right to respond to a 
Pre-Penalty Notice by making a written 
presentation to the Office of Foreign 
Assets Control. For a description of the 
information that should be included in 
such a response, see Appendix A to part 
501 of this chapter. 

(2) Deadline for response. A response 
to a Pre-Penalty Notice must be made 
within 30 days of the date of service of 
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the Pre-Penalty Notice. The failure to 
submit a response within the applicable 
time period set forth in this paragraph 
(b) shall be deemed to be a waiver of the 
right to respond. 

(i) Computation of time for response. 
A response to a Pre-Penalty Notice must 
be postmarked or date-stamped by the 
U.S. Postal Service (or foreign postal 
service, if mailed abroad) or courier 
service provider (if transmitted to the 
Office of Foreign Assets Control by 
courier) on or before the 30th day after 
the postmark date on the envelope in 
which the Pre-Penalty Notice was 
mailed. If the Pre-Penalty Notice was 
personally delivered by a non-U.S. 
Postal Service agent authorized by the 
Office of Foreign Assets Control, a 
response must be postmarked or date- 
stamped on or before the 30th day after 
the date of delivery. 

(ii) Extensions of time for response. If 
a due date falls on a federal holiday or 
weekend, that due date is extended to 
include the following business day. Any 
other extensions of time will be granted, 
at the discretion of the Office of Foreign 
Assets Control, only upon specific 
request to the Office of Foreign Assets 
Control. 

(3) Form and method of response. A 
response to a Pre-Penalty Notice need 
not be in any particular form, but it 
must be typewritten and signed by the 
alleged violator or a representative 
thereof, must contain information 
sufficient to indicate that it is in 
response to the Pre-Penalty Notice, and 
must include the Office of Foreign 
Assets Control identification number 
listed on the Pre-Penalty Notice. A copy 
of the written response may be sent by 
facsimile, but the original also must be 
sent to the Office of Foreign Assets 
Control Enforcement Penalties Division 
by mail or courier and must be 
postmarked or date-stamped in 
accordance with paragraph (b)(2) of this 
section. 

(c) Settlement. Settlement discussion 
may be initiated by the Office of Foreign 
Assets Control, the alleged violator, or 
the alleged violator’s authorized 
representative. For a description of 
practices with respect to settlement, see 
Appendix A to part 501 of this chapter. 

(d) Guidelines. Guidelines for the 
imposition or settlement of civil 
penalties by the Office of Foreign Assets 
Control are contained in Appendix A to 
part 501 of this chapter. 

(e) Representation. A representative of 
the alleged violator may act on behalf of 
the alleged violator, but any oral 
communication with the Office of 
Foreign Assets Control prior to a written 
submission regarding the specific 
allegations contained in the Pre-Penalty 

Notice must be preceded by a written 
letter of representation, unless the Pre- 
Penalty Notice was served upon the 
alleged violator in care of the 
representative. 

§ 561.703 Penalty imposition. 

If, after considering any timely 
written response to the Pre-Penalty 
Notice and any relevant facts, the Office 
of Foreign Assets Control determines 
that there was a violation by the alleged 
violator named in the Pre-Penalty 
Notice and that a civil monetary penalty 
is appropriate, the Office of Foreign 
Assets Control may issue a Penalty 
Notice to the violator containing a 
determination of the violation and the 
imposition of the monetary penalty. For 
additional details concerning issuance 
of a Penalty Notice, see Appendix A to 
part 501 of this chapter. The issuance of 
the Penalty Notice shall constitute final 
agency action. The violator has the right 
to seek judicial review of that final 
agency action in federal district court. 

§ 561.704 Administrative collection; 
referral to United States Department of 
Justice. 

In the event that the violator does not 
pay the penalty imposed pursuant to 
this part, the matter may be referred for 
administrative collection measures by 
the Department of the Treasury or to the 
United States Department of Justice for 
appropriate action to recover the 
penalty in a civil suit in a federal 
district court. 

Subpart G—Procedures 

§ 561.801 Procedures. 

For license application procedures 
and procedures relating to amendments, 
modifications, or revocations of 
licenses; administrative decisions; 
rulemaking; and requests for documents 
pursuant to the Freedom of Information 
and Privacy Acts (5 U.S.C. 552 and 
552a), see part 501, subpart E, of this 
chapter. 

§ 561.802 Delegation by the Secretary of 
the Treasury. 

Any action that the Secretary of the 
Treasury is authorized to take pursuant 
to section 104(c), (d), or (i) of the 
Comprehensive Iran Sanctions, 
Accountability, and Divestment Act of 
2010 (Pub. L. 111–195), and any action 
of the Secretary of the Treasury 
described in this part, may be taken by 
the Director of the Office of Foreign 
Assets Control or by any other person to 
whom the Secretary of the Treasury has 
delegated authority so to act. 

§ 561.803 Consultations. 
In implementing section 104 of the 

Comprehensive Iran Sanctions, 
Accountability, and Divestment Act of 
2010 (Pub. L. 111–195) and this part, the 
Secretary of the Treasury shall consult 
with the Secretary of State and may, in 
the sole discretion of the Secretary of 
the Treasury, consult with such other 
agencies and departments and such 
other interested parties as the Secretary 
considers appropriate. 

Subpart I—Paperwork Reduction Act 

§ 561.901 Paperwork Reduction Act notice. 
For approval by the Office of 

Management and Budget (‘‘OMB’’) under 
the Paperwork Reduction Act of 1995 
(44 U.S.C. 3507) of information 
collections relating to recordkeeping 
and reporting requirements, licensing 
procedures (including those pursuant to 
statements of licensing policy), and 
other procedures, see § 501.901 of this 
chapter. An agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless it displays a valid control 
number assigned by OMB. 

Appendix A to Part 561—[Reserved] 

Dated: August 11, 2010. 
John E. Smith, 
Associate Director, Office of Foreign Assets 
Control. 

Approved: August 11, 2010. 
Stuart A. Levey, 
Under Secretary, Office of Terrorism and 
Financial Intelligence, Department of the 
Treasury. 
[FR Doc. 2010–20238 Filed 8–13–10; 8:45 am] 

BILLING CODE 4810–45–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 165 

[Docket No. USCG–2010–0666] 

RIN 1625–AA11 

Regulated Navigation Area; Boom 
Deployment Strategy Testing, Great 
Bay, NH 

AGENCY: Coast Guard, DHS. 
ACTION: Temporary interim rule with 
request for comments. 

SUMMARY: The Coast Guard is 
temporarily establishing a regulated 
navigation area (RNA) in navigable 
waters near Great Bay, New Hampshire. 
This temporary regulation is in effect 
while the New Hampshire Department 
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of Environmental Services (NHDES) 
conducts boom deployments to test the 
effectiveness of oil spill response 
strategies, and is necessary to ensure the 
safety of exercise participants and the 
maritime public from hazards associated 
with the boom deployment exercise. 
While the RNA is in effect, all vessels 
must transit at bare steerageway and 
comply with directions from the 
Captain of the Port. 
DATES: This rule is effective from 
August 16, 2010 through October 31, 
2010. Comments and related material 
must reach the Coast Guard on or before 
September 15, 2010. 
ADDRESSES: You may submit comments 
identified by docket number USCG– 
2010–0666 using any one of the 
following methods: 

(1) Federal eRulemaking Portal: 
http://www.regulations.gov. 

(2) Fax: 202–493–2251. 
(3) Mail: Docket Management Facility 

(M–30), U.S. Department of 
Transportation, West Building Ground 
Floor, Room W12–140, 1200 New Jersey 
Avenue, SE., Washington, DC 20590– 
0001. 

(4) Hand delivery: Same as mail 
address above, between 9 a.m. and 5 
p.m., Monday through Friday, except 
Federal holidays. The telephone number 
is 202–366–9329. 

To avoid duplication, please use only 
one of these four methods. See the 
‘‘Public Participation and Request for 
Comments’’ portion of the 
SUPPLEMENTARY INFORMATION section 
below for instructions on submitting 
comments. 

FOR FURTHER INFORMATION CONTACT: If 
you have questions on this temporary 
interim rule, call or e-mail Lieutenant 
Commander David Sherry, Response 
Department at Coast Guard Sector 
Northern New England; telephone 207– 
741–5492, email 
David.M.Sherry@uscg.mil. If you have 
questions on viewing the docket, call 
Renee V. Wright, Program Manager, 
Docket Operations, telephone 202–366– 
9826. 
SUPPLEMENTARY INFORMATION: 

Public Participation and Request for 
Comments 

This temporary interim rule will be in 
effect before the end of the comment 
period, but we encourage you to 
participate in this rulemaking by 
submitting comments and related 
materials. We may evaluate and revise 
this rule as necessary to address 
significant public comments. All 
comments received will be posted, 
without change, to http:// 
www.regulations.gov and will include 

any personal information you have 
provided. 

Submitting Comments 
If you submit a comment, please 

include the docket number for this 
rulemaking (USCG–2010–0666), 
indicate the specific section of this 
document to which each comment 
applies, and provide a reason for each 
suggestion or recommendation. You 
may submit your comments and 
material online (via http:// 
www.regulations.gov) or by fax, mail or 
hand delivery, but please use only one 
of these means. If you submit a 
comment online via http:// 
www.regulations.gov, it will be 
considered received by the Coast Guard 
when you successfully transmit the 
comment. If you fax, hand deliver, or 
mail your comment, it will be 
considered as having been received by 
the Coast Guard when it is received at 
the Docket Management Facility. We 
recommend that you include your name 
and a mailing address, an e-mail 
address, or a telephone number in the 
body of your document so that the Coast 
Guard can contact you with questions 
regarding your submission. 

To submit your comment online, go to 
http://www.regulations.gov, click on the 
‘‘submit a comment’’ box, which will 
then become highlighted in blue. In the 
‘‘Document Type’’ drop down menu 
select ‘‘Proposed Rule’’ and insert 
‘‘USCG–2010–0666’’ in the ‘‘Keyword’’ 
box. Click ‘‘Search’’ then click on the 
balloon shape in the ‘‘Actions’’ column. 
If you submit comments by mail or hand 
delivery, submit them in an unbound 
format, no larger than 8c by 11 inches, 
suitable for copying and electronic 
filing. If you submit comments by mail 
and would like to know that they 
reached the Facility, please enclose a 
stamped, self-addressed postcard or 
envelope. We will consider all 
comments and material received during 
the comment period and may change 
this rule based on your comments. 

Viewing Comments and Documents 
To view comments, as well as 

documents mentioned in this preamble 
as being available in the docket, go to 
http://www.regulations.gov, click on the 
‘‘read comments’’ box, which will then 
become highlighted in blue. In the 
‘‘Keyword’’ box insert ‘‘USCG–2010– 
0666’’ and click ‘‘Search.’’ Click the 
‘‘Open Docket Folder’’ in the ‘‘Actions’’ 
column. You may also visit the Docket 
Management Facility in Room W12–140 
on the ground floor of the Department 
of Transportation West Building, 1200 
New Jersey Avenue, SE., Washington, 
DC 20590, between 9 a.m. and 5 p.m., 

Monday through Friday, except Federal 
holidays. We have an agreement with 
the Department of Transportation to use 
the Docket Management Facility. 

Privacy Act 
Anyone can search the electronic 

form of comments received into any of 
our dockets by the name of the 
individual submitting the comment (or 
signing the comment, if submitted on 
behalf of an association, business, labor 
union, etc.). You may review a Privacy 
Act notice regarding our public dockets 
in the January 17, 2008, issue of the 
Federal Register (73 FR 3316). 

Public Meeting 
We do not now plan to hold a public 

meeting. But you may submit a request 
for one using one of the four methods 
specified under ADDRESSES. Please 
explain why you believe a public 
meeting would be beneficial. If we 
determine that one would aid this 
rulemaking, we will hold one at a time 
and place announced by a later notice 
in the Federal Register. 

Regulatory Information 
The Coast Guard is issuing this 

temporary interim rule without prior 
notice pursuant to authority under 
section 4(a) of the Administrative 
Procedure Act (APA) (5 U.S.C. 553(b)). 
This provision authorizes an agency to 
issue a rule without prior notice when 
the agency for good cause finds that 
those procedures are ‘‘impracticable, 
unnecessary, or contrary to the public 
interest.’’ Under 5 U.S.C. 553(b)(B), the 
Coast Guard finds that good cause exists 
for not publishing a notice of proposed 
rulemaking (NPRM) with respect to this 
rule. Delay would be both impracticable 
and contrary to the public interest in 
preparing for possible oil spills. The 
Coast Guard received less than four 
weeks of notice of the exact location and 
times of the boom deployment, and thus 
did not have sufficient time to issue a 
NPRM without delaying the effective 
date of this rulemaking. Delaying the 
effective date by first publishing a 
NPRM and holding a 30 day comment 
period would be contrary to the rule’s 
objectives of ensuring public safety 
during this exercise as immediate action 
is needed to protect persons and vessels 
from the hazards associated with these 
boom deployments. The exercise’s 
timing was influenced by tidal 
timetables and could not be changed 
without diminishing the effectiveness of 
the exercise. The Coast Guard 
encourages members of the public to 
participate in this rulemaking by 
making comments using one of the four 
methods specified under ADDRESSES. 
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Under 5 U.S.C. 553(d)(3), the Coast 
Guard finds that good cause exists for 
making this rule effective less than 30 
days after publication in the Federal 
Register. In addition to the reasons 
stated above, any delay in the effective 
date of this regulation would be 
contrary to the public interest as 
immediate action is necessary to protect 
participants, waterway users, and 
spectators from the hazards associated 
with boom deployments on the water. 

Basis and Purpose 
Maritime response exercises and 

training events are frequently held 
within the Captain of the Port Sector 
Northern New England Zone. The New 
Hampshire Department of 
Environmental Services (NHDES) plans 
to deploy boom, a flotation device used 
to contain oil, in the waters of Great 
Bay, NH in the vicinity of Goat Island 
and Little Bay, New Hampshire on 
August 25 and 26, 2010 as well as on 
September 8 and 9, 2010 and October 6 
and 7, 2010. These exercises will 
provide critical data on the effectiveness 
of geographic response strategies 
designed to protect sensitive 
environmental areas in the event of an 
oil or chemical spill in navigable waters 
during the maximum tide cycles. To 
conduct an effective test, boom must be 
deployed across the waterway during 
maximum current, a period of 
approximately four hours when the 
current averages four to five knots in 
planned boom deployment locations. 

Based on the nature of these tests, the 
Coast Guard has determined that the 
boom deployments could pose a risk to 
participants or waterway users if 
waterway use is not restricted. This 
RNA is intended to protect the safety of 
all waterway users and exercise 
participants. 

For each day of the exercises, 
waterway use will be restricted for up 
to an eleven hour period to allow for 
deployment, testing, and recovery of 
boom. During these times, vessels may 
be diverted through an alternate 
channel, escorted by the on-scene patrol 
vessels through segments of boom, or 
could be ordered to wait until the 
current has subsided and the boom 
removed to allow for safe passage 
through the area. 

The purpose of this rule is to provide 
an effective means to ensure the safety 
of persons and vessels operating in the 
RNA during these boom deployments. 
As there will be hazards introduced to 
the waterway in testing these booming 
strategies, the Coast Guard determined 
that measures dictating the speed, route, 
and times when vessels may transit 
through the regulated area are necessary 

to facilitate safe vessel movement. The 
Coast Guard and NHDES have taken 
steps to minimize the impact this 
exercise will have on local mariners, 
including altering the deployment test 
plans to accommodate vessel transits, 
installing temporary aids to divert traffic 
around the deployment areas, and 
providing vessel escorts through the 
RNA. The RNA measures are intended 
to accommodate mariners, to the extent 
possible, while ensuring their and the 
exercise participants’ safety. 

Discussion of Rule 
A chartlet depicting the boundaries of 

the RNA and the boom deployments for 
each day that the RNA is in effect will 
be included in the docket where 
indicated under ADDRESSES. 

Within the regulated area, boom 
deployment strategies will be tested in 
two areas: The first area (Area One) 
stretches across the Oyster River from 
Cedar Point to Goat Island and further 
south to Fox Point; the second area 
(Area Two) is near the entrance to Little 
Bay just south of Durham Point and Fox 
Point. In order to accommodate vessel 
traffic, the deployment strategy for each 
area will be spread across two days. 

On the first day, boom will be 
deployed between Goat Island and Fox 
Point for Area One and just north of 
rocks marked by the Rock Buoy ‘‘4’’ 
(LLNR 8585) on the western side of the 
Little Bay entrance for Area Two. On the 
second day, boom will be deployed 
north of Goat Island for Area One and, 
from a point starting 350 feet east of the 
Rock Buoy ‘‘4’’ (LLNR 8585) to a point 
southeast on the Fox Point peninsula for 
Area Two. 

For the first day of testing, vessel 
traffic will be able to transit through the 
main channel (Area One) until the boom 
is in place for the maximum current 
testing; specific times are listed below. 
During that time, vessel traffic may be 
diverted to the north of Goat Island with 
the channel marked by temporary aids. 
An on-scene patrol vessel will remain 
east of Goat Island to inform vessels of 
the temporary channel and boom 
location. 

On the second day of testing, there 
will be a 350 foot space to the east of 
the Rock Buoy ‘‘4’’ (LLNR 8585) to 
accommodate vessel traffic for the 
duration of the exercise. Additionally, 
an on-scene patrol vessel will remain in 
the area to advise mariners of the 
modified channel and boom location. 

For all boom deployment days, 
NHDES and Coast Guard vessels will be 
on scene to give notice of this 
regulation, indicate boom locations, and 
to escort mariners safely through the 
RNA. In addition to these safety 

measures, all boom will be marked with 
32-inch floating balls to make the ends 
of each boom segment more visible to 
mariners. 

Since the boom strategy testing is 
located in an area subject to heavy 
currents, shoaling, and moderate vessel 
traffic, this regulation is needed to 
protect spectators, participants, and 
other waterway users from the extra 
hazards introduced by the boom 
deployment. The exercise will occur in 
three phases on each day: a set-up 
deployment phase, boom strategy 
testing during the period of maximum 
tidal current, and a recovery. Each 
phase of the exercise is anticipated to 
take place during the following times on 
each of the scheduled dates: 

(1) Wednesday, August 25 and 
Thursday, August 26, 2010: 
Deployment: 6 a.m.–9:30 a.m. 
Maximum current: 9:30 a.m.–1:30 p.m. 
Recovery: 1:30 p.m.–5 p.m. 

(2) Wednesday, September 8 and 
Thursday, September 9, 2010: 
Deployment: 6 a.m.–8:30 a.m. 
Maximum current: 8:30 a.m.–12:30 p.m. 
Recovery: 12:30 p.m.–4 p.m. 

(3) Wednesday, October 6 and 
Thursday, October 7, 2010: 
Deployment: 6 a.m.–7:30 a.m. 
Maximum current: 7:30 a.m.–11:30 a.m. 
Recovery: 11:30 a.m.–3 p.m. 

All persons and vessels are required 
to transit the RNA at bare steerageway 
and in a manner so as to produce no 
wake for the duration of the 
enforcement period. The nature of the 
boom deployment, environmental 
conditions, and the fact that navigation 
will be confined to narrow areas in 
some locations makes transiting the 
RNA above bare steerageway a hazard to 
both vessel operators and exercise 
participants. 

During the enforcement period of the 
regulation, vessel operators must 
comply with all directions given to 
them by the Captain of the Port or his 
designated representative. While boom 
is being deployed and recovered (times 
indicated above), vessels that can do so 
may transit through the RNA at bare 
steerageway unless instructed otherwise 
by the Captain of the Port or his 
designated representative. 

While boom is anchored in place 
during maximum current testing 
periods, the waterway may be restricted 
or closed entirely. During these periods 
(times indicated above), mariners 
desiring to enter or transit through the 
RNA must first receive permission from 
the Captain of the Port or his designated 
representative. Mariners can request 
permission to transit from Captain of the 
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Port Sector Northern New England by 
hailing the Coast Guard On-Scene 
Commander on VHF channel 16 or by 
calling (603) 436–4415. 

The ‘‘designated representative’’ of the 
Captain of the Port is any Coast Guard 
commissioned, warrant or petty officer 
who has been designated by the Captain 
of the Port to act on his behalf. The 
representative may be on a Coast Guard 
vessel, State vessel or other designated 
craft, or may be on shore and will 
communicate with vessels via VHF–FM 
radio or loudhailer. The On-Scene 
Commander will be a vessel carrying a 
Captain of the Port designated 
representative. Members of the Coast 
Guard and NHDES will be present to 
inform vessel operators of this 
regulation as well as to escort them 
through the regulated area. 

The Coast Guard and NHDES will 
conduct extensive public outreach to 
notify local businesses, mariners, and 
agencies of the scheduled boom 
deployments. Advanced public 
notifications will also be made to the 
local maritime community through 
Local Notice to Mariners and Safety 
Marine Information Broadcasts. 

Regulatory Analyses 
We developed this rule after 

considering numerous statutes and 
executive orders related to rulemaking. 
Below we summarize our analyses 
based on 13 of these statutes or 
executive orders. 

Regulatory Planning and Review 
This rule is not a significant 

regulatory action under section 3(f) of 
Executive Order 12866, Regulatory 
Planning and Review, and does not 
require an assessment of potential costs 
and benefits under section 6(a)(3) of that 
Order. The Office of Management and 
Budget has not reviewed it under that 
Order. 

The Coast Guard determined that this 
rule is not a significant regulatory action 
for the following reasons: The regulation 
will be of limited duration, vessels will 
still be able to navigate through the area, 
and slowing to bare steerageway will 
cause only minor delays in mariners’ 
voyages. 

Small Entities 
Under the Regulatory Flexibility Act 

(5 U.S.C. 601–612), we have considered 
whether this rule would have a 
significant economic impact on a 
substantial number of small entities. 
The term ‘‘small entities’’ comprises 
small businesses, not-for-profit 
organizations that are independently 
owned and operated and are not 
dominant in their fields, and 

governmental jurisdictions with 
populations of less than 50,000. 

The Coast Guard certifies under 5 
U.S.C. 605(b) that this rule will not have 
a significant economic impact on a 
substantial number of small entities. 
This rule may affect the following 
entities, some of which may be small 
entities: The Great Bay Marina, the 
Little Bay Marina, and the owners or 
operators of vessels intending to transit 
or anchor in the RNA during the 
enforcement period. 

This regulation will not have a 
significant economic impact on a 
substantial number of small entities for 
the following reasons: It is of limited 
duration, vessels will still be able to 
navigate through the area, and mariners 
will be given prior notice to plan for the 
waterway restriction. Additionally, 
prior to the enforcement period of this 
rule, the Coast Guard will issue notice 
of the time and location of the RNA 
through a Local Notice to Mariners and 
Safety Marine Information Broadcast. 

Assistance for Small Entities 
Under section 213(a) of the Small 

Business Regulatory Enforcement 
Fairness Act of 1996 (Pub. L. 104–121), 
we offer to assist small entities in 
understanding the rule so that they can 
better evaluate its effects on them and 
participate in the rulemaking process. 

Small businesses may send comments 
on the actions of Federal employees 
who enforce, or otherwise determine 
compliance with, Federal regulations to 
the Small Business and Agriculture 
Regulatory Enforcement Ombudsman 
and the Regional Small Business 
Regulatory Fairness Boards. The 
Ombudsman evaluates these actions 
annually and rates each agency’s 
responsiveness to small business. If you 
wish to comment on actions by 
employees of the Coast Guard, call 1– 
888–REG–FAIR (1–888–734–3247). The 
Coast Guard will not retaliate against 
small entities that question or complain 
about this rule or any policy or action 
of the Coast Guard. 

Collection of Information 
This rule calls for no new collection 

of information under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520). 

Federalism 
A rule has implications for federalism 

under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on State or local governments and 
would either preempt State law or 
impose a substantial direct cost of 
compliance on them. We have analyzed 
this rule under that Order and have 

determined that it does not have 
implications for federalism. 

Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1531–1538) requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 
State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 (adjusted for inflation) or 
more in any one year. Though this rule 
will not result in such an expenditure, 
we do discuss the effects of this rule 
elsewhere in this preamble. 

Taking of Private Property 

This rule will not cause a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

Civil Justice Reform 

This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminate 
ambiguity, and reduce burden. 

Protection of Children 

We have analyzed this rule under 
Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
does not create an environmental risk to 
health or risk to safety that may 
disproportionately affect children. 

Indian Tribal Governments 

This rule does not have tribal 
implications under Executive Order 
13175, Consultation and Coordination 
with Indian Tribal Governments, 
because it does not have a substantial 
direct effect on one or more Indian 
tribes, on the relationship between the 
Federal Government and Indian tribes, 
or on the distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 

Energy Effects 

We have analyzed this rule under 
Executive Order 13211, Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use. We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. The Administrator of the Office 
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of Information and Regulatory Affairs 
has not designated it as a significant 
energy action. Therefore, it does not 
require a Statement of Energy Effects 
under Executive Order 13211. 

Technical Standards 

The National Technology Transfer 
and Advancement Act (NTTAA) (15 
U.S.C. 272 note) directs agencies to use 
voluntary consensus standards in their 
regulatory activities unless the agency 
provides Congress, through the Office of 
Management and Budget, with an 
explanation of why using these 
standards would be inconsistent with 
applicable law or otherwise impractical. 
Voluntary consensus standards are 
technical standards (e.g., specifications 
of materials, performance, design, or 
operation; test methods; sampling 
procedures; and related management 
systems practices) that are developed or 
adopted by voluntary consensus 
standards bodies. 

This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. 

Environment 

We have analyzed this rule under 
Department of Homeland Security 
Management Directive 023–01 and 
Commandant Instruction M16475.lD, 
which guide the Coast Guard in 
complying with the National 
Environmental Policy Act of 1969 
(NEPA) (42 U.S.C. 4321–4370f), and 
have concluded this action is one of a 
category of actions that do not 
individually or cumulatively have a 
significant effect on the human 
environment. This rule is categorically 
excluded, under figure 2–1, paragraph 
(34)(g), of the Instruction as this rule 
involves establishing a temporary RNA. 
An environmental analysis checklist 
and a categorical exclusion 
determination are available in the 
docket where indicated under 
ADDRESSES. 

List of Subjects in 33 CFR Part 165 

Harbors, Marine safety, Navigation 
(water), Reporting and record keeping 
requirements, Security measures, and 
Waterways. 
■ For the reasons discussed in the 
preamble, the Coast Guard amends 33 
CFR part 165 as follows: 

PART 165—REGULATED NAVIGATION 
AREAS AND LIMITED ACCESS AREAS 

■ 1. The authority citation for part 165 
continues to read as follows: 

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C. 
Chapters 701, 3306, 3703; 50 U.S.C. 191, 195; 

33 CFR 1.05–1, 6.04–1, 6.04–6, and 160.5; 
Pub. L. 107–295, 116 Stat. 2064; Department 
of Homeland Security Delegation No. 0170.1. 
■ 2. Add § 165.T01–0666 to read as 
follows: 

§ 165.T01–0666 Regulated Navigation 
Area; Boom Deployment Strategy Testing, 
Great Bay, New Hampshire. 

(a) Locations. This rule creates a 
temporary regulated navigation area 
(RNA) for all navigable waters within 
the following coordinates: To the east, a 
line drawn between the easternmost end 
of the Scammel Bridge (Route 4) in 
position 43°07′41.5″ N, 070°50′42.2″ W 
southwest to the prominent point of 
land on Fox Point east of Hen Island in 
position 43°07′11.5″ N, 070°51′02.6″ W; 
to the west, a line that crosses the 
mouth of the Oyster River between the 
charted pipeline area in position 
43°07′28.2″ N, 070°52′09.1″ W south to 
Durham Point in position 43°07′20.2″ N, 
070°52′19.5″ W; to the south, a line 
crossing Little Bay from where Edgerly 
Garrison Road meets the water in 
position 43°06′42.4″ N, 070°52′03.7″ W 
to the east in position 43°06′39.2″ N, 
070°51′16.5″ W. 

(b) Enforcement Period. This section 
will be enforced between 6 a.m. and 5 
p.m. on August 25 and 26, September 8 
and 9, and October 6 and 7, 2010. 

(c) Regulations. (1) All vessels 
operating within the RNA must comply 
with 33 CFR 165.10, 165.11, and 165.13, 
and the provisions of this paragraph (c). 

(2) Vessels operating within the RNA 
must comply with all directions given to 
them by the Captain of the Port Sector 
Northern New England (COTP) or his 
designated representative. 

(3) All persons and vessels are 
required to transit the RNA at bare 
steerageway and in a manner so as to 
produce no wake. 

(4) During maximum tidal current 
periods, mariners desiring to enter or 
transit through the RNA must first 
receive permission from the COTP or 
his designated representative. Maximum 
tidal current periods are as follows: 

(i) Wednesday, August 25 and 
Thursday, August 26, 2010 maximum 
current: 9:30 a.m.–1:30 p.m. 

(ii) Wednesday, September 8 and 
Thursday, September 9, 2010 maximum 
current: 8:30 a.m.–12:30 p.m. 

(iii) Wednesday, October 6 and 
Thursday, October 7, 2010 maximum 
current: 7:30 a.m.–11:30 a.m. 

(5) Vessel operators wishing to transit 
through the RNA during the times 
specified above can request permission 
to transit from the COTP by hailing the 
Coast Guard On-Scene Commander on 
VHF channel 16 or by calling (603) 436– 
4415. 

(6) The ‘‘designated representative’’ of 
the COTP is any Coast Guard 
commissioned, warrant or petty officer 
who has been designated by the COTP 
to act on his behalf. The representative 
may be on a Coast Guard vessel, State 
agency vessel or other designated craft, 
or may be on shore and will 
communicate with vessels via VHF–FM 
radio or loudhailer. Members of the 
Coast Guard and New Hampshire 
Department of Environmental Services 
may be present to inform vessel 
operators of this regulation as well as to 
escort them through the area. 

Dated: August 2, 2010. 
D.A. Neptun, 
Rear Admiral, U.S. Coast Guard, Commander, 
First Coast Guard District. 
[FR Doc. 2010–20119 Filed 8–13–10; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 165 

[Docket No. USCG–2010–0063] 

Safety Zones; Annual Firework 
Displays Within the Captain of the 
Port, Puget Sound Area of 
Responsibility 

AGENCY: Coast Guard, DHS. 
ACTION: Notice of enforcement of 
regulation. 

SUMMARY: The Coast Guard will enforce 
the fireworks safety zone in Possession 
Sound from 5 p.m. on September 11, 
2010 through 1 a.m. on September 12, 
2010. This action is necessary to prevent 
injury and to protect life and property 
of the maritime public from the hazards 
associated with firework displays. 
During the enforcement period, entry 
into, transit through, mooring, or 
anchoring within these zones is 
prohibited unless authorized by the 
Captain of the Port, Puget Sound or 
Designated Representative. 
DATES: The regulations in 33 CFR 
165.1332 will be enforced from 5 p.m. 
on September 11, 2010 through 1 a.m. 
on September 12, 2010. 
FOR FURTHER INFORMATION CONTACT: If 
you have questions on this notice, call 
or e-mail LTJG Ashley M. Wanzer, 
Sector Seattle Waterways Management 
Division, Coast Guard; telephone 206– 
217–6175, e-mail 
SectorSeattleWWM@uscg.mil. 
SUPPLEMENTARY INFORMATION: The Coast 
Guard will enforce the safety zone 
regulation for the annual Mukilteo 
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Lighthouse Festival in 33 CFR 165.1332 
from 5 p.m. on September 11, 2010 until 
1 a.m. on September 12, 2010. This 
safety zone will extend a 300 yard 
radius from a launch site located at 
47°56.9′ N 122″18.6′ W. 

The special requirements listed in 33 
CFR 165.1332, which are explained in 
more detail in the Federal Register (75 
FR 33700) published on June 15, 2010, 
apply to the activation and enforcement 
of these safety zones. 

All vessel operators who desire to 
enter the safety zone must obtain 
permission from the Captain of the Port 
or Designated Representative by 
contacting either the on-scene patrol 
craft on VHF Ch 13 or Ch 16 or the 
Coast Guard Sector Seattle Joint Harbor 
Operations Center (JHOC) via telephone 
at 206–217–6002. 

The Coast Guard may be assisted by 
other Federal, State, or local law 
enforcement agencies in enforcing this 
regulation. 

This notice is issued under authority 
of 33 CFR 165.1332 and 33 CFR 165 and 
5 U.S.C. 552 (a). In addition to this 
notice, the Coast Guard will provide the 
maritime community with extensive 
advanced notification of the safety 
zones via the Local Notice to Mariners 
and marine information broadcasts on 
the day of the event. If the COTP or 
Designated Representative determines 
that the regulated area need not be 
enforced for the full duration stated in 
this notice, a Broadcast Notice to 
Mariners will be issued to grant general 
permission to enter the regulated area. 

Dated: July 28, 2010. 
S.W. Bornemann, 
Captain, U.S. Coast Guard, Captain of the 
Port, Puget Sound. 
[FR Doc. 2010–20117 Filed 8–13–10; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 165 

[Docket No. USCG–2010–0730] 

RIN 1625–AA00 

Safety Zone; Chicago Harbor, Navy 
Pier Southeast, Chicago, IL 

AGENCY: Coast Guard, DHS. 
ACTION: Notice of enforcement of 
regulation. 

SUMMARY: The Coast Guard will enforce 
the Navy Pier Southeast Safety Zone in 
Chicago Harbor during two periods from 
9:15 p.m. on September 1, 2010 through 

10:30 p.m. on September 4, 2010. This 
action is necessary and intended to 
ensure safety of life on the navigable 
waters immediately prior to, during, and 
immediately after fireworks events. 
During the enforcement period, no 
person or vessel may enter the safety 
zones without permission of the Captain 
of the Port, Sector Lake Michigan. 

DATES: The regulations in 33 CFR 
165.931 will be enforced from 9:15 p.m. 
through 9:45 p.m. on September 1, 2010 
and from 10 p.m. through 10:30 p.m. on 
September 4, 2010. 

FOR FURTHER INFORMATION CONTACT: If 
you have questions on this notice, call 
or e-mail BM1 Adam Kraft, Prevention 
Department, Coast Guard Sector Lake 
Michigan, Milwaukee, WI at 414–747– 
7154, e-mail Adam.D.Kraft@uscg.mil. 

SUPPLEMENTARY INFORMATION: The Coast 
Guard will enforce the safety zone; 
Chicago Harbor, Navy Pier Southeast, 
Chicago, IL, 33 CFR 165.931 for the 
following event: 

Navy Pier Fireworks; on September 1, 
2010 from 9:15 p.m. through 9:45 p.m.; 
on September 4, 2010 from 10 p.m. 
through 10:30 p.m. 

All vessels must obtain permission 
from the Captain of the Port, Sector Lake 
Michigan, or his or her on-scene 
representative to enter, move within or 
exit the safety zone. Vessels and persons 
granted permission to enter the safety 
zone shall obey all lawful orders or 
directions of the Captain of the Port, 
Sector Lake Michigan, or his or her on- 
scene representative. While within a 
safety zone, all vessels shall operate at 
the minimum speed necessary to 
maintain a safe course. 

This notice is issued under authority 
of 33 CFR 165.931 Safety Zone, Chicago 
Harbor, Navy Pier Southeast, Chicago, 
IL and 5 U.S.C. 552(a). In addition to 
this notice in the Federal Register, the 
Coast Guard will provide the maritime 
community with advance notification of 
these enforcement periods via Broadcast 
Notice to Mariners or Local Notice to 
Mariners. The Captain of the Port, 
Sector Lake Michigan, will issue a 
Broadcast Notice to Mariners notifying 
the public when enforcement of the 
safety zone established by this section is 
suspended. If the Captain of the Port, 
Sector Lake Michigan, determines that 
the safety zone need not be enforced for 
the full duration stated in this notice, he 
or she may use a Broadcast Notice to 
Mariners to grant general permission to 
enter the safety zone. The Captain of the 
Port, Sector Lake Michigan, or his or her 
on-scene representative may be 
contacted via VHF Channel 16. 

Dated: July 30, 2010. 
L. Barndt, 
Captain, U.S. Coast Guard, Captain of the 
Port, Sector Lake Michigan. 
[FR Doc. 2010–20120 Filed 8–13–10; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 165 

[Docket No. USCG–2010–0731] 

RIN 1625–AA00 

Safety Zone; Milwaukee Harbor, 
Milwaukee, WI 

AGENCY: Coast Guard, DHS. 
ACTION: Notice of enforcement of 
regulation. 

SUMMARY: The Coast Guard will enforce 
the safety zones for annual fireworks 
events in the Captain of the Port, Sector 
Lake Michigan Zone during two periods 
from 9:15 p.m. on September 10, 2010 
through 11 p.m. on September 11, 2010. 
This action is necessary and intended to 
ensure safety of life on the navigable 
waters immediately prior to, during, and 
immediately after fireworks events. 
During the enforcement periods, no 
person or vessel may enter the safety 
zones without permission of the Captain 
of the Port, Sector Lake Michigan. 
DATES: The regulations in 33 CFR 
165.935 will be enforced from 9:15 p.m. 
through 10 p.m. on September 10, 2010 
and from 10:15 p.m. through 11 p.m. on 
September 11, 2010. 
FOR FURTHER INFORMATION CONTACT: If 
you have questions on this notice, call 
or email BM1 Adam Kraft, Prevention 
Department, Coast Guard Sector Lake 
Michigan, Milwaukee, WI at 414–747– 
7154, e-mail Adam.D.Kraft@uscg.mil. 
SUPPLEMENTARY INFORMATION: The Coast 
Guard will enforce the safety zone listed 
in 33 CFR 165.935, Safety Zone, 
Milwaukee Harbor, Milwaukee, WI, for 
the following events: 

Arab World Festival fireworks display 
on September 10, 2010 from 9:15 p.m. 
through 10 p.m. and on September 11, 
2010 from 10:15 p.m. through 11 p.m. 

All vessels must obtain permission 
from the Captain of the Port, Sector Lake 
Michigan, or his or her on-scene 
representative to enter, move within or 
exit the safety zone. Vessels and persons 
granted permission to enter the safety 
zone shall obey all lawful orders or 
directions of the Captain of the Port, 
Sector Lake Michigan, or a designated 
representative. While within a safety 
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zone, all vessels shall operate at the 
minimum speed necessary to maintain a 
safe course. 

This notice is issued under authority 
of 33 CFR 165.935 Safety Zone, 
Milwaukee Harbor, Milwaukee, WI and 
5 U.S.C. 552(a). In addition to this 
notice in the Federal Register, the Coast 
Guard will provide the maritime 
community with advance notification of 
these enforcement periods via Broadcast 
Notice to Mariners or Local Notice to 
Mariners. The Captain of the Port, 
Sector Lake Michigan, will issue a 
Broadcast Notice to Mariners notifying 
the public when enforcement of the 
safety zone established by this section is 
suspended. If the Captain of the Port, 
Sector Lake Michigan, determines that 
the safety zone need not be enforced for 
the full duration stated in this notice, he 
or she may use a Broadcast Notice to 
Mariners to grant general permission to 
enter the safety zone. The Captain of the 
Port, Sector Lake Michigan, or his or her 
on-scene representative may be 
contacted via VHF–FM Channel 16. 

Dated: July 30, 2010. 
L. Barndt 
Captain, U.S. Coast Guard, Captain of the 
Port, Sector Lake Michigan. 
[FR Doc. 2010–20124 Filed 8–13–10; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF DEFENSE 

Defense Acquisition Regulations 
System 

48 CFR Part 252 

Defense Federal Acquisition 
Regulation Supplement; Excessive 
Pass-Through Charges (DFARS Case 
2006–D057) 

AGENCY: Defense Acquisition 
Regulations System, Department of 
Defense (DoD). 
ACTION: Final rule; technical 
amendment. 

SUMMARY: DoD issued a final rule in the 
Federal Register on August 10, 2010, 
under DFARS Case 2006–D057, 
Excessive Pass-Through Charges. That 
final rule incorrectly removed and 
reserved two CFR sections. DoD is 
issuing this technical amendment to 
correct that error in the final rule. 
DATES: Effective Date: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Ynette R. Shelkin, Defense Acquisition 
Regulations System, OUSD (AT&L) 
DPAP (DARS), Room 3B855, 3060 
Defense Pentagon, Washington, DC 
20301–3060. Telephone 703–602–8384; 
facsimile 703–602–0350. 

SUPPLEMENTARY INFORMATION: DoD 
issued a final rule in the Federal 
Register on August 10, 2010 (75 FR 
48278), under DFARS Case 2006–D057, 
Excessive Pass-Through Charges. That 
final rule deleted obsolete DFARS 
language regarding excessive pass- 
through charges on contracts and 
subcontracts that are entered into for or 
on behalf of DoD. The final rule 
incorrectly removed and reserved 
sections 252.217–7003 and 252.217– 
7004, respectively. DoD is issuing this 
technical amendment to add these 
sections back in and correctly remove 
and reserve sections 252.215–7003 and 
252.215–7004, respectively. 

List of Subjects in 48 CFR Part 252 
Government procurement. 

Ynette R. Shelkin, 
Editor, Defense Acquisition Regulations 
System. 

■ Therefore 48 CFR part 252 is amended 
as follows: 

PART 252—SOLICITATION 
PROVISIONS AND CONTRACT 
CLAUSES 

■ 1. The authority citation for 48 CFR 
part 252 continues to read as follows: 

Authority: 41 U.S.C. 421 and 48 CFR 
chapter 1. 

■ 2. Section 252.215–7003 is removed 
and reserved. 

252.215–7003 [Removed and Reserved] 

■ 3. Section 252.215–7004 is removed 
and reserved. 

252.215–7004 [Removed and Reserved] 
■ 4. Add sections 252.217–7003 and 
252.217–7004 to read as follows: 

252.217–7003 Changes. 
As prescribed in 217.7104(a), use the 

following clause: 

CHANGES (DEC 1991) 
(a) The Contracting Officer may, at any 

time and without notice to the sureties, by 
written change order, make changes within 
the general scope of any job order issued 
under the Master Agreement in— 

(1) Drawings, designs, plans, and 
specifications; 

(2) Work itemized; 
(3) Place of performance of the work; 
(4) Time of commencement or completion 

of the work; and 
(5) Any other requirement of the job order. 
(b) If a change causes an increase or 

decrease in the cost of, or time required for, 
performance of the job order, whether or not 
changed by the order, the Contracting Officer 
shall make an equitable adjustment in the 
price or date of completion, or both, and 
shall modify the job order in writing. 

(1) Within ten days after the Contractor 
receives notification of the change, the 

Contractor shall submit to the Contracting 
Officer a request for price adjustment, 
together with a written estimate of the 
increased cost. 

(2) The Contracting Officer may grant an 
extension of this period if the Contractor 
requests it within the ten day period. 

(3) If the circumstances justify it, the 
Contracting Officer may accept and grant a 
request for equitable adjustment at any later 
time prior to final payment under the job 
order, except that the Contractor may not 
receive profit on a payment under a late 
request. 

(c) If the Contractor includes in its claim 
the cost of property made obsolete or excess 
as a result of a change, the Contracting 
Officer shall have the right to prescribe the 
manner of disposition of that property. 

(d) Failure to agree to any adjustment shall 
be a dispute within the meaning of the 
Disputes clause. 

(e) Nothing in this clause shall excuse the 
Contractor from proceeding with the job 
order as changed. 

(End of clause) 

252.217–7004 Job Orders and 
Compensation. 

As prescribed in 217.7104(a), use the 
following clause: 

JOB ORDERS AND COMPENSATION (MAY 
2006) 

(a) The Contracting Officer shall solicit 
bids or proposals and make award of job 
orders. The issuance of a job order signed by 
the Contracting Officer constitutes award. 
The job order shall incorporate the terms and 
conditions of the Master Agreement. 

(b) Whenever the Contracting Officer 
determines that a vessel, its cargo or stores, 
would be endangered by delay, or whenever 
the Contracting Officer determines that 
military necessity requires that immediate 
work on a vessel is necessary, the Contracting 
Officer may issue a written order to perform 
that work and the Contractor hereby agrees 
to comply with that order and to perform 
work on such vessel within its capabilities. 

(1) As soon as practicable after the issuance 
of the order, the Contracting Officer and the 
Contractor shall negotiate a price for the 
work and the Contracting Officer shall issue 
a job order covering the work. 

(2) The Contractor shall, upon request, 
furnish the Contracting Officer with a 
breakdown of costs incurred by the 
Contractor and an estimate of costs expected 
to be incurred in the performance of the 
work. The Contractor shall maintain, and 
make available for inspection by the 
Contracting Officer or the Contracting 
Officer’s representative, records supporting 
the cost of performing the work. 

(3) Failure of the parties to agree upon the 
price of the work shall constitute a dispute 
within the meaning of the Disputes clause of 
the Master Agreement. In the meantime, the 
Contractor shall diligently proceed to 
perform the work ordered. 

(c)(1) If the nature of any repairs is such 
that their extent and probable cost cannot be 
ascertained readily, the Contracting Officer 
may issue a job order (on a sealed bid or 
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negotiated basis) to determine the nature and 
extent of required repairs. 

(2) Upon determination by the Contracting 
Officer of what work is necessary, the 
Contractor, if requested by the Contracting 
Officer, shall negotiate prices for 
performance of that work. The prices agreed 
upon shall be set forth in a modification of 
the job order. 

(3) Failure of the parties to agree upon the 
price shall constitute a dispute under the 
Disputes clause. In the meantime, the 
Contractor shall diligently proceed to 
perform the work ordered. 

(End of clause) 
[FR Doc. 2010–20168 Filed 8–13–10; 8:45 am] 

BILLING CODE 5001–08–P 

DEPARTMENT OF TRANSPORTATION 

Office of the Secretary 

49 CFR Part 40 

[Docket OST–2010–0026] 

RIN 2105–AD95 

Procedures for Transportation 
Workplace Drug and Alcohol Testing 
Programs 

AGENCY: Office of the Secretary, DOT. 
ACTION: Final rule. 

SUMMARY: The Department of 
Transportation (the Department or DOT) 
is amending certain provisions of its 
drug testing procedures dealing with 
laboratory testing of urine specimens. 
Some of the changes will also affect the 
training of and procedures used by 
Medical Review Officers. The changes 
are intended to create consistency with 
many, but not all, of the new 
requirements established by the U.S. 
Department of Health and Human 
Services. 

DATES: This rule is effective October 1, 
2010. 
FOR FURTHER INFORMATION CONTACT: 
Mark Snider, Senior Policy Advisor (S– 
1), Office of Drug and Alcohol Policy 
and Compliance, 1200 New Jersey 
Avenue, SE., Washington, DC 20590; 
telephone number 202–366–3784 
(voice), 202–366–3897 (fax), or 
mark.snider@dot.gov (e-mail). 
SUPPLEMENTARY INFORMATION: 

Background and Purpose 

On November 25, 2008 (73 FR 7185), 
the U.S. Department of Health and 
Human Services (HHS) Substance 
Abuse and Mental Health Services 
Administration (SAMHSA) issued a 
Final Notice of Revisions to the HHS 
Mandatory Guidelines for Federal 
Workplace Drug Testing Programs (HHS 

Mandatory Guidelines) that included 
changes to the procedures for collection 
and testing of urine specimens, creation 
of and requirements for the certification 
of Instrumented Initial Test Facilities 
(IITFs), collection site oversight 
requirements, and changes to the role of 
and standards for collectors and 
Medical Review Officers (MROs). The 
HHS Mandatory Guidelines were to 
become effective May 1, 2010, but on 
April 30, 2010 (75 FR 22809), HHS 
postponed implementation until 
October 1, 2010. 

On February 4, 2010, DOT published 
a Notice of Proposed Rulemaking 
(NPRM) (75 FR 5722) seeking comments 
about changing part 40 to be consistent 
with certain aspects of the HHS 
Mandatory Guidelines. The final rule 
responds to the comments and makes a 
number of changes to the existing rules 
governing the Department’s drug testing 
program. 

Principal Policy Issues 

Requirements of the Omnibus 
Transportation Employee Testing Act of 
1991 

Several commenters questioned 
whether and to what extent the 
Department must follow the HHS 
Mandatory Guidelines. Some 
commenters urged the Department to 
choose a different approach from the 
HHS regarding the drugs for which 
testing occurs, the initial testing of all 
specimens for 6–Acetylmorphine (6– 
AM), and the use of IITFs. Although 
since its passage, the Department has 
cited the Omnibus Transportation 
Employee Testing Act of 1991, 49 U.S.C. 
31300, et seq., 49 U.S.C. 20100, et seq., 
49 U.S.C. 5330, et seq., and 49 U.S.C. 
45100, et seq. (Omnibus Act), as the 
definitive authority for our reliance on 
the HHS Mandatory Guidelines for 
scientific testing issues, several of the 
commenters have challenged this or 
otherwise asked the Department to 
clarify what the Omnibus Act requires. 

Even before the Omnibus Act, the 
Department looked to the HHS 
Mandatory Guidelines for guidance on 
scientific matters. In a 1988 Interim 
Final Rule (IFR) the Department relied 
upon the HHS for testing methodologies 
to determine the drugs for which testing 
would be done and which laboratories 
to use. Specifically, the Department 
noted that under ‘‘the HHS Guidelines, 
a Federal agency may test a urine 
sample only for certain specified drugs. 
The Department’s Procedures echo this 
requirement.’’ (53 FR 47002, Nov. 21, 
1988; emphasis in the original) In the 
same IFR, the Department required 
regulated transportation employers to 

use only laboratories certified under the 
HHS Mandatory Guidelines for Federal 
Workplace Drug Testing Programs. 
While deciding to utilize many aspects 
of the HHS Mandatory Guidelines, the 
Department acknowledged ‘‘that the 
Guidelines, as written by HHS to apply 
to testing by Federal agencies, do not fit 
perfectly the circumstances of 
employers regulated by DOT * * *. 
Obviously, the circumstances of 
industries regulated by DOT are very 
different from those of Federal 
agencies.’’ (53 FR 47002) Thus, the 
Department began to lay the foundation 
for using the technical expertise of the 
HHS for the scientific aspects of DOT’s 
testing program while relying upon the 
Department’s own authority and that of 
DOT agencies to tailor many procedural 
aspects of DOT testing to fit the 
transportation industries. 

In a 1989 final rule, we discussed the 
applicability of the Fourth Amendment 
of the United States Constitution to both 
the Federal agency programs covered by 
the HHS Mandatory Guidelines and the 
testing that transportation employers 
would conduct in response to the 
Department’s requirements. The 
Department acknowledged that the HHS 
Mandatory Guidelines had passed 
Constitutional scrutiny by the Federal 
courts, all the way up to the Supreme 
Court of the United States. The Federal 
courts concluded that HHS had met the 
Fourth Amendment balancing of the 
Federal need to ensure safety by drug 
testing versus individuals’ strong 
interests in their right to privacy. The 
HHS Mandatory Guidelines had set up 
a testing system with sound 
methodology that ensured privacy and 
accuracy. Given these considerations, 
the Department decided to rely on HHS 
for the science of DOT’s testing program 
and for the drugs for which we test, the 
testing methodologies, and the integrity 
of the HHS certified laboratories. (54 FR 
49854, Dec. 1, 1989) 

Congress endorsed the Department’s 
decision by explicitly directing, in the 
Omnibus Act, the Department to 
incorporate the HHS scientific and 
technical guidelines for laboratories and 
testing procedures for controlled 
substances. The Omnibus Act 
specifically requires that we incorporate 
the HHS scientific and technical 
guidelines that ‘‘establish 
comprehensive standards for all aspects 
of laboratory controlled substances 
testing’’ in order to ensure full reliability 
and accuracy in testing. [49 U.S.C. 
31306(c)(2)(A), 49 U.S.C. 20140(c)(2)(A), 
49 U.S.C. 5331(d)(2)(A) and 49 U.S.C. 
45104(2)(A)] The legislative history for 
the Omnibus Act indicates the following 
intent: ‘‘Incorporating the HHS 
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guidelines relating to laboratory 
standards and procedures for testing 
controlled substances, as proposed by 
the reported bill and as DOT has done 
in part 40 of title 49 CFR, as it exists at 
this writing, is an essential component 
of the procedural safeguard.’’ Senate 
Report 102–54, Omnibus Transportation 
Employee Testing Act of 1991, Report of 
the Senate Committee on Commerce, 
Science and Transportation on S.676, 
102nd Congress, 1st Session, May 2, 
1991, page 26 (Senate Report 102–54) 
(emphasis added). The Omnibus Act 
also requires the Department and DOT 
agencies to look to the HHS for 
laboratory certification, the procedures 
for reviewing laboratories for 
certification, and the procedures for the 
revocation of such certification. In 
addition, the Department must follow 
the HHS Mandatory Guidelines 
regarding establishing the list of drugs 
for which we test and the procedures for 
use of the Federal Drug Testing Custody 
and Control Form (CCF) to establish the 
chain of custody of specimens. 

The legislative history of the Omnibus 
Act indicates that Congress wanted the 
Department and DOT agencies to 
continue use of the HHS scientific and 
technical guidelines and the HHS 
certified laboratories to ensure accuracy, 
fairness, and the constitutionality of 
DOT’s drug testing program. While the 
Omnibus Act was being drafted, 
opponents of drug testing warned that 
employees were in danger of ‘‘false 
positives’’ that would result from initial 
screening of urine that might indicate 
levels of illegal drugs. The Senate noted 
that it had addressed this concern: ‘‘By 
incorporating laboratory certification 
and testing procedures developed by 
HHS and DOT and by providing for the 
subdivision of specimens and the 
opportunity for an independent test of 
positive samples, the Committee has 
taken affirmative steps to ensure 
accuracy.’’ Senate Report 102–54, pages 
6–7. The legislative history for the 
Omnibus Act makes numerous 
additional references to the 
understanding that the Department 
would work with HHS to ensure testing 
accuracy. 

There is also clear indication in the 
legislative history that Congress 
recognized that the HHS standards were 
likely to be modified over time. The 
Omnibus Act itself explicitly refers to 
incorporating the HHS ‘‘scientific and 
technical guidelines dated April 11, 
1988, and any subsequent amendments 
thereto * * *’’ 49 U.S.C. 31306(c)(2), 49 
U.S.C. 20140(c)(2), 49 U.S.C. 5331(d)(2) 
and 49 U.S.C. 45104(2). Allowing for 
subsequent amendments, however, did 
not mean that Congress wanted to lower 

the standards for testing. ‘‘Realizing that 
these guidelines possibly are subject to 
future modification, the Committee has 
acted to specify that the basic elements 
of certain provisions now in effect are 
mandated, including the need for 
comprehensive standards and 
procedures for all aspects of laboratory 
testing of drugs, the establishment of a 
minimum list of controlled substances 
for which employees may be tested, the 
establishment of standards and 
procedures for the periodic review of 
laboratories, and the development of 
criteria for laboratory certification.’’ 
Senate Report 102–54, pages 21–22, 26 
and 32. 

When the Omnibus Act requires the 
Department to follow HHS on specified 
scientific matters, we adhere to the 
requirements. When the Omnibus Act 
allows the Department the option of 
following HHS, we have always and 
will continue to weigh the costs and 
benefits of following HHS in light of our 
mission. However, when the Omnibus 
Act specifically requires the Department 
to take a direction different from that 
which HHS takes, then the Department 
is prohibited from following HHS on 
such matters. 

In reviewing the Omnibus Act, its 
legislative history, and the regulatory 
history of the Department’s testing 
program, it remains clear that, since the 
inception of our program, the 
Department has been tied to HHS for the 
scientific methodology, for 
identification of the drugs for which we 
will require testing; the certified 
laboratories we are to use; and the 
technical expertise for certifying and 
decertifying laboratories. These are the 
core scientific laboratory functions 
necessary for the Department’s program. 

However, it is important to note that 
the Department has discretion 
concerning many other aspects of the 
regulations governing testing in the 
transportation industries’ regulated 
programs. 

As far back as 1988, our regulations 
established the fundamental roles and 
concepts for the current DOT regulated 
industry testing program. Our early 
regulations established how collections 
were to be done, who could be an MRO 
or a Substance Abuse Professional 
(SAP), and the respective training for 
and responsibilities of these important 
gatekeepers. While relying on HHS for 
certain scientific efforts, we did not 
necessarily follow HHS regarding 
collection issues, laboratory reporting 
requirements, how MROs handle certain 
test results, the rehabilitation and the 
return-to-duty process, and other areas 
covered by the HHS Mandatory 
Guidelines. The Department’s regulation 

and the regulations of DOT agencies set 
their own processes and procedures for 
all aspects leading up to and through 
specimen collection and then picking 
up from what processes and procedures 
would occur after a laboratory 
confirmed a drug test result, including 
the return-to-duty process for 
individuals who have non-negative test 
results. In shaping our program to fit the 
needs of the transportation industries, 
the Department and DOT agencies have 
made adaptations to meet the changing 
needs of the transportation industries. 
In some cases we have consequently 
chosen a different path from the one 
chosen by HHS on the same or similar 
non-scientific issues. 

The Omnibus Act acknowledged that 
such Departmental and DOT agency 
regulations were in place with respect to 
non-scientific issues. Congress 
explicitly allowed these regulations to 
continue in effect, with the option for 
the Department and DOT agencies to 
amend or further supplement their 
respective regulations in the future. 49 
U.S.C. 31306(i), 49 U.S.C. 20140(f), and 
49 U.S.C. 45106(c). 

One example of the Department’s 
divergence from HHS on non-scientific 
matters covered in the HHS Mandatory 
Guidelines is the issue of how to 
conduct direct observation collections. 
On June 25, 2008, the Department 
issued a final rule (73 FR 35961) that, 
among other amendments, modified 49 
CFR part 40 at section 40.67(b) and 
added a new paragraph 40.67(i) to 
improve direct observation procedures 
to better address known adulteration 
and substitution threats. Although HHS 
addresses direct observation collections 
in the HHS Mandatory Guidelines, the 
Department chose to use a different 
procedure because of evidence 
regarding cheating and our experience 
in regulating the transportation 
industries. In explaining our rationale, 
we noted that the use of direct 
observation collections is ‘‘a very 
significant tool the Department employs 
to combat attempts by employees to 
cheat on their tests.’’ (74 FR 37949, July 
30, 2009) In addition, we stated in the 
final rule reinstating the direct 
observation provisions after the court 
victory, ‘‘the Department remains 
convinced that conducting all return-to- 
duty and follow-up tests under direct 
observation is the most prudent course 
from the viewpoint of safety.’’ (74 FR 
37950, quoting the October 22, 2008 
final rule preamble at 73 FR 62918) 

The Department’s regulations 
concerning direct observation 
procedures were affirmed by a 
unanimous court. (BNSF Railway 
Company v. Department of 
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Transportation, 566 F.3d 200 (DC Cir. 
2009) In upholding the rule, the U.S. 
Court of Appeals for the D.C. Circuit 
noted that the Department had 
experience, comments, and evidence to 
support the need to make the 
improvements to the direct observation 
procedures. BNSF Railway Company v. 
Department of Transportation, 566 F.3d 
at 204. The Court further found that the 
improved procedures were 
constitutional, stating, ‘‘[g]iven the 
combination of the vital importance of 
transportation safety, the employees’ 
participation in a pervasively regulated 
industry, their prior violations of the 
drug regulations, and the ease of 
obtaining cheating devices capable of 
defeating standard testing procedures, 
we find the challenged regulations 
facially valid under the Fourth 
Amendment.’’ Id. at 208. Hence, the 
Department chose a different approach 
from HHS on direct observation 
procedures, tailored them to the needs 
identified, and the Court upheld this 
approach as constitutional. 

Some of the commenters asked the 
Department to consider deviating from 
the HHS Mandatory Guidelines 
regarding the drugs for which testing is 
required. Some commenters want the 
Department to exclude 
Methylenedioxymethamphetamine 
(MDMA) from the list of drugs, while 
others want the Department to include 
synthetic opiates, and others want 
alternative testing methodologies to be 
employed. 

It is not unusual for the Department 
to receive requests from commenters to 
move away from the illegal drugs for 
which HHS has set the protocols; 
however, the Department has remained 
consistent in our responses and our 
reliance upon HHS as the scientific 
experts in these matters. What the 
Department stated in response to similar 
requests in the late 1990s to move 
beyond the HHS minimums still 
remains true: ‘‘This is a long-standing 
issue in the program, and DOT 
continues to take the position that we 
ought not to go beyond the testing that 
HHS has authorized and for which HHS 
has certified laboratories.’’ (65 FR 79484, 
Dec. 19, 2000) In response to those who 
have urged DOT to go beyond the drugs 
for which HHS tests, we have 
consistently stated: ‘‘we believe the 
stability and reliability of the program 
are well served by limiting testing to the 
‘HHS five.’ HHS has established testing 
protocols and cutoffs for these drugs, 
and laboratories are subject to HHS 
certification for testing of these five 
drugs. This is not true for other drugs.’’ 
(65 FR 79491, Dec. 19, 2000) Although 
the HHS has now expanded its panel to 

include an additional amphetamine, 
MDMA, the same reasoning holds true 
and the Department will continue to 
follow the HHS testing protocols for the 
reasons we explained in 2000. 

Also in 2000, the Department 
explained, ‘‘With respect to alternative 
testing technologies such as hair testing, 
saliva testing, and on-site testing, which 
commenters recommended in context of 
several sections of the NPRM, the 
Department will wait upon the action of 
HHS before proposing to incorporate 
additional methods. Approval of these 
or other methods, and establishment of 
requirements and procedures for them, 
are matters primarily within the 
expertise of HHS.’’ (65 FR 79489, Dec. 
19, 2000) Furthermore, in the preamble 
to our Specimen Validity Testing final 
rule in 2008 (SVT Final Rule), we stated 
that the Omnibus Act ‘‘provides only 
one way to determine that an employee 
has tested positive for illicit drug use— 
a drug test confirmed by an HHS- 
certified laboratory using HHS scientific 
and testing protocols and verified by an 
MRO.’’ (73 FR 35966, June 25, 2008) 

The Department, as required by the 
Omnibus Act, has consistently 
specifically followed HHS on laboratory 
certification matters, but we have also 
created responsibilities for laboratories 
under part 40 that do not impinge upon 
the scientific and technical aspects of 
drug testing. As the Department stated 
in 2000, ‘‘laboratories have 
responsibilities under part 40 
independent of their HHS 
responsibilities (e.g., with respect to 
relationships with MROs, release of 
information, and validity testing), and 
laboratories must be accountable to DOT 
in those matters.’’ (65 FR 79484, Dec. 19, 
2000) 

At times, we have had to adapt certain 
aspects of technical drug testing matters 
to fit the needs of the transportation 
industries. For example, in 2003, the 
Department issued an interim final rule 
(2003 IFR) concerning laboratory 
substitution criteria. (68 FR 31624, May 
28, 2003) In the 2003 IFR, we did not, 
and could not, change the HHS- 
established laboratory testing 
substitution criteria, but instead 
addressed how laboratories were to 
report out their findings to the MROs on 
the CCF, what subsequent actions 
would be required of the MROs with 
respect to the reported result, and 
whether to tell the employer to send the 
employee back in for a direct 
observation collection. In short, we said 
that specimens reported by laboratories 
as substituted with creatinine 
concentration in the 2–5 ng/mL range 
would not be considered by MROs to be 
refusals to test. Instead, transportation 

employees with such results would 
require immediate recollections under 
direct observation. 

In a July 2008 interpretation, which is 
being incorporated in this final rule at 
section 40.159, the Department 
instructed MROs on how to ‘‘handle 
laboratory results reported as invalid 
because of pH greater than or equal to 
9.0 but less than or equal to 9.5.’’ This 
is another example of how the 
Department has adapted the HHS 
scientific requirements established for 
laboratories to the needs of the 
transportation industries. In fact, the 
HHS Mandatory Guidelines have 
adopted our MRO provisions for 
invalids due to pH in the 9.0–9.5 range. 

We read the Omnibus Act to require 
the Department to follow the HHS on 
the drugs for which we test and the 
testing protocols, but the Omnibus Act 
allows us to, and we have chosen to, 
diverge from the HHS and the HHS 
Mandatory Guidelines on collections, 
MROs, and what laboratories can report. 
As we said in our 2008 SVT Final Rule 
preamble, ‘‘Since Congress specifically 
limited the scientific testing 
methodology upon which DOT can rely 
in making its drug and alcohol testing 
regulations; we follow the HHS 
scientific and technical guidelines, 
including the amendments to their 
Mandatory Guidelines.’’ (73 FR 35961, 
June 25, 2008) In the 2008 SVT Final 
Rule, we also explained that the 
‘‘Omnibus Act requires the DOT to 
incorporate the HHS scientific and 
technical guidelines, and we do not 
have the authority to impose additional 
scientific and technical requirements 
upon the laboratories.’’ (73 FR 35963, 
June 25, 2008) 

In response to the commenters who 
would like us to consider alternative 
specimens such as hair testing and point 
of collection testing, we reiterate what 
we said in response to comments on our 
direct observation final rule in late 
2008: ‘‘The Department is not opposed 
to the use of alternative, less intrusive, 
testing methods as a means of 
accomplishing the safety purposes of 
the program while preventing 
individuals from cheating. Under the 
Omnibus Transportation Employee 
Testing Act of 1991, however, the 
Department is authorized to use only 
testing methods that have been 
approved by the Department of Health 
and Human Services (HHS). To date, 
HHS has not approved any specimen 
testing except urine.’’ (73 FR 62917, Oct. 
22, 2008) Therefore, we cannot consider 
alternative specimens at this particular 
point in time. In fact, DOT would not 
desire to do so without the HHS 
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scientific and laboratory certification 
processes being in place. 

Several commenters have asked us to 
explain how the Omnibus Act affects 
the Department’s determination of 
whether it will and will not follow HHS. 
In response, as we explained above, 
where the Omnibus Act requires the 
Department to follow the HHS—for the 
laboratory and testing procedures, the 
Department will follow the scientific 
and technical aspects prescribed by the 
HHS. Where the Omnibus Act limits or 
otherwise prohibits the Department 
from following the HHS, the Department 
must decline to follow the lead of the 
HHS. For example, when HHS did not 
embrace a split specimen requirement, 
the Department departed from the HHS 
Mandatory Guidelines due to the 
Omnibus Act’s requirements for split 
specimens. Where the HHS takes a 
position that we are neither required to 
follow nor prohibited from following, 
the Department will continue to view 
the HHS position as optional. We 
recognize that the HHS has expertise in 
the Federal employee testing program 
for these optional matters, but the 
Department has its own expertise as the 
regulator of the largest workplace drug 
and alcohol testing program in the 
world. As such, we will consider the 
optional matters in light of 
transportation safety, the costs and 
benefits to our regulated industries, and 
scientific and forensic considerations. 

Use of Instrumented Initial Test 
Facilities 

In our NPRM, we proposed allowing 
DOT employers to choose between full 
service laboratories and IITFs. An IITF 
would be able to provide results to 
employers only for negative and certain 
negative dilute specimens, as well as 
specimens they reject for testing. All 
other specimens would be forwarded to 
an HHS certified, full service laboratory. 
We requested comments as to how this 
process would impact the industry, 
specifically employers. The majority of 
commenters felt that use of IITFs would 
be detrimental to the turnaround time 
for reporting of non-negative results and 
most did not favor use of IITFs. Other 
commenters believed IITFs would be 
very useful, accurate, and afford the 
ability for a rapid turnaround time for 
their negative results. 

DOT Response 
The Omnibus Act actually prohibits 

the Department from following HHS on 
the issue of IITFs. The Omnibus Act 
requires ‘‘that all laboratories involved 
in the controlled substances testing of 
any individual under this section shall 
have the capability and facility, at such 

laboratory, of performing screening and 
confirmation tests.’’ (49 U.S.C. 
31306(c)(3), 49 U.S.C. 20140(c)(3), 49 
U.S.C. 5331(d)(3) and 49 U.S.C. 
45104(3)) An IITF can conduct the 
initial screening for drugs in a urine 
specimen, but is not certified to provide 
a confirmation test. 

Since IITFs do not have any 
confirmation testing capabilities, the 
Department must not use them in part 
40. The Senate Report for S. 676, the bill 
that subsequently became the Omnibus 
Act, indicates the intent behind this 
requirement was to ensure that ‘‘[a]ny 
testing program would be required to 
include procedures to protect individual 
privacy, incorporate laboratory 
certification and testing procedures 
developed by [HHS] * * * require that 
all laboratories involved in testing for 
drugs have the capability of performing 
screening and confirmation tests at such 
laboratory.’’ Senate Report 102–54, 
pages 10–11. Because IITFs do not offer 
confirmation testing, the Department is 
prohibited by the Omnibus Act from 
using laboratory facilities that lack the 
capability to perform both screening and 
confirmation tests. Therefore, DOT 
employers do not have the option of 
using IITFs. For this reason there are no 
provisions in this final rule for IITFs, 
and they will not be authorized for use 
in DOT’s program by our regulated 
employers. 

MDMA Testing 
In the NPRM, we proposed to 

incorporate testing for MDMA into part 
40. 

Comments 
A majority of commenters favored 

testing for MDMA. A few commenters 
indicated that their data showed that 
there would be relatively few positive 
test results, creating an unnecessary cost 
burden to employers. One laboratory 
group opposed the inclusion of MDMA 
and suggested the Department test 
instead for ‘‘hydromorphone, 
hydrocodone, oxycodone, and 
oxymorphone.’’ 

Those who favored testing MDMA 
represented a wide range of interests— 
MRO groups, third-party administrators, 
a major employer association, a major 
service agent association, among them. 
Most who supported testing for MDMA 
said that many employers were already 
testing for MDMA in their non-DOT 
testing programs. They supported 
putting MDMA testing into the Federal 
testing arena. 

Some commenters presented 
information about the use of MDMA, 
saying that MDMA was no longer a 
threat; MDMA is strictly a drug for 

younger persons; MDMA is a ‘‘club’’ 
drug that is not being used by 
transportation employees. 

Others presented data showing that 
MDMA use is on the rise and the 
implication is that the threat of MDMA 
use will become greater as the current 
transportation population is replaced 
via attrition by a younger population. 

DOT Response 
In this rulemaking, we are adopting 

the HHS laboratory testing requirements 
of conducting initial testing for MDMA, 
conducting confirmatory testing for 
MDMA, Methylenedioxyamphetamine 
(MDA), and 
Methylenedioxyethylamphetamine 
(MDEA). As we stated in our NPRM, 
regarding such matters, ‘‘past experience 
has shown that DOT has never deviated 
from HHS on laboratory testing 
matters—the drugs for which we test, 
the specimens we test, specimen 
validity testing values, initial and 
confirmatory cutoff values, and 
laboratory testing processes and 
procedures, among others. The DOT is 
required by the Omnibus Transportation 
Employee Testing Act of 1991 to adhere 
with the HHS on these important 
laboratory testing matters.’’ (75 FR 5722– 
5723, Feb. 4, 2010) We can provide 
additional guidance to MROs, as 
appropriate, so that these changes fit the 
transportation industries. However, we 
do not read our authority as allowing us 
to depart from HHS on this subject. 

Aside from the fact that the Omnibus 
Act requires us to test the drugs for 
which HHS labs are certified to test, we 
note that, as some commenters said, 
MDMA is not just a ‘‘club drug’’ any 
more, it is being marketed to a much 
larger population in American 
communities. 

The Department of Justice National 
Drug Intelligence Center’s 2010 National 
Drug Threat Assessment (http:// 
www.justice.gov/ndic/pubs38/38661/ 
38661p.pdf ) supports DOT’s conclusion 
with regard to MDMA availability, 
finding: 

‘‘Asian DTOs [Drug Trafficking 
Organizations] are responsible for a 
resurgence in MDMA availability in the 
United States, particularly since 2005. These 
groups produce large quantities of the drug 
in Canada and smuggle it into the United 
States across the Northern Border. The 
smuggling of MDMA into the United States 
from Canada fueled an increase in the 
availability of the drug that began in 2005, 
although availability appears to be 
stabilizing. Data regarding MDMA 
availability are limited; nonetheless, analysis 
of National Forensic Laboratory Information 
System (NFLIS) data shows a 76 percent 
increase in the number of MDMA 
submissions from 2005 to 2008, although 
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MDMA submissions make up a much smaller 
percentage of submissions than other illicit 
drugs, including cannabis, cocaine, 
methamphetamine, and heroin. National 
Drug Threat Survey (NDTS) data also provide 
an indication of MDMA availability. The 
percentage of state and local law enforcement 
agencies that reported moderate or high 
availability of MDMA in their areas increased 
from 47.2 percent in 2005 to 51.5 percent in 
2009. 

Seizure data show that the amount of 
MDMA seized along the U.S.-Canada border 
increased 156 percent from 2007 to 2008 and 
that more MDMA was seized at the Northern 
Border in 2008 than in any year since 2005. 
MDMA seizure totals declined in 2009 but 
still exceeded 2007 totals. Although most 
Northern Border seizures occur at POEs 
(Points of Entry), the amount of MDMA 
seized between POEs appears to be 
increasing, likely because increased scrutiny 
at POEs has forced smugglers to develop new 
routes and smuggling methods in an attempt 
to circumvent law enforcement. 

For example, in 2008, more than 243,000 
dosage units of MDMA were seized between 
POEs, compared with none the previous year; 
seizures between POEs in 2009 exceeded 
those in 2008. 

MDMA seizures along the Southwest 
Border and through commercial air have also 
increased, albeit on a much smaller scale. 
Seizures at or near the Southwest Border 
show an increase from 114,286 dosage units 
in 2006 to 387,143 dosage units in 2009. 
Furthermore, commercial air seizures spiked 
in 2008, with a 91.4 percent increase from 
2007 to 2008 (433,571 dosage units to 
829,857 dosage units); MDMA commercial 
air seizure totals for 2009 decreased, 
resulting in levels comparable to 2007 levels. 

Ready availability of MDMA has enabled 
distributors to expand their customer base to 
include new user groups, most notably 
African American and Hispanic users. Asian 
DTOs have begun distributing MDMA to 
African American and Hispanic street gangs, 
which distribute the drug along with other 
illicit drugs in markets throughout the United 
States, most notably in the Southeast, 
Southwest, and Great Lakes Regions. 
Moreover, MDMA is no longer exclusively 
viewed as a ‘‘rave’’ or club drug, which also 
aids distributors in selling it to 
nontraditional abusers.’’ 

One laboratory group urged DOT to 
require testing prescription medications 
and synthetic drugs, rather than MDMA. 
While DOT shares the group’s concern 
about unauthorized use of the 
prescription medications and the use of 
synthetic drugs, testing for prescription 
medications and synthetic drug and 
testing for MDMA are separate issues. 
As part of their non-DOT testing 
programs, regulated employers can test 
for prescription medications or 
synthetic drugs and in many instances 
it may be appropriate to do so. 

Some DOT agencies and the United 
States Coast Guard (USCG), for instance, 
have medical qualification standards— 
for Commercial Drivers License holders, 

certified pilots and aviation mechanics, 
and licensed mariners—that focus upon 
the underlying medical conditions that 
would require use of prescription 
medications. Evaluating medical 
professionals are trained to seek 
information that would shed light on an 
individual’s use of medicines and their 
qualification to perform safety sensitive 
duties. 

It is also important to note that 
employers can expand upon the 
Department’s regulatory requirements, 
as long as they do not represent the test 
as being required by DOT. Under their 
non-DOT testing programs, DOT- 
regulated companies may test for other 
drugs of their choosing. Therefore, 
companies are not prohibited by DOT 
from testing for additional drugs that 
may be of concern within their 
communities and companies. 

Lowering Laboratory Cutoff Criteria for 
Cocaine and Amphetamines 

The Department proposed, in the 
NRPM, to adopt the HHS-lowered 
laboratory testing cutoffs for cocaine 
and amphetamines. Initial test cutoffs 
for cocaine metabolites would go from 
300 to 150 ng/mL, while confirmation 
test cutoffs would go from 150 to 100 
ng/mL. 

For amphetamines, initial test cutoffs 
would go from 1000 to 500 ng/mL, 
while confirmation tests for 
amphetamines and methamphetamines 
would go from 500 to 250 ng/mL. 

Comments 
Most commenters support the 

Department’s conforming to the HHS 
Mandatory Guidelines in lowering the 
cutoffs for both cocaine and 
amphetamines. Most believe doing so 
will enhance the safety of the traveling 
public because more users of illicit 
drugs and more users of non-prescribed 
medications will be identified. There 
was no controversy about the new 
screening and confirmation test levels 
for cocaine. 

Some commenters believed that there 
could be ‘‘false positive’’ drug tests 
stemming from the new cutoffs for 
amphetamines. Some others believed 
the amphetamine cutoffs could even 
cause laboratories to report over-the- 
counter (OTC) medications as confirmed 
positive test results. Some others 
believed that lowering the screening 
cutoffs for amphetamines will provide 
little value in the confirmation process, 
serving only to increase the cost of the 
program. 

Some commenters cited the data from 
one of the laboratories—Clinical 
Research Laboratory (CRL)—as reason to 
support the new cutoffs, while others 

cited the same data as reason to oppose 
the new cutoffs. 

DOT Response 
As stated earlier in this document, the 

Department must follow the laboratory 
testing protocols and standards that are 
established by HHS. Therefore, we must 
and will adhere to the screening and 
confirmation drug testing cutoffs that 
HHS has established for the laboratories 
and for which the laboratories are 
certified. In addition, taken with the 
comment data from Quest Laboratories, 
we believe the laboratory data sets from 
both Quest and CRL lead likely to some, 
but not all, of the same conclusions. 

Regarding cocaine, based upon data 
provided by both Quest and CRL, we 
can expect a marked increase in cocaine 
users identified using the new screening 
and confirmation cutoffs that HHS has 
established. The Department, like the 
overwhelming number of commenters, 
considers this to be a beneficial change. 

In 2009, there were nearly 13,000 
positive DOT drug test results reported 
by laboratories as having confirmed 
positives for cocaine. Quest and CRL 
data show that we can expect a 
significant number of confirmed 
positive test results for cocaine using 
the new cutoffs. These new lower 
cutoffs should result in the Department 
identifying more cocaine users, further 
assuring the traveling public that the 
transportation system is the safest it can 
be. Doing so will also permit us to 
continue to further deter drug use in the 
transportation industries and get those 
identified as using drugs referred for 
evaluation and treatment. 

Regarding amphetamine and 
methamphetamine, the Quest data 
report on 68,000 regulated and 132,000 
non-regulated specimens and indicate 
that a 40% increase in screening and a 
30% increase in confirmation rates are 
expected; hence, a large number of 
currently non-detected users would be 
identified. 

A second submission of amphetamine 
and methamphetamine test data, this 
from CRL, includes the reanalysis of a 
much smaller number of regulated 
specimens. Several important facts 
about the CRL study protocols and 
results were not fully explained or 
clarified in their data submission. As a 
result, we are concerned that other 
commenters may have misinterpreted 
the CRL data as meaning that there will 
be ‘‘false positive’’ tests results for 
amphetamines and that some OTC 
medications—ephedrine, 
pseudoephedrine, and 
phenylpropanolamine—will be 
confirmed and reported as positives by 
laboratories. 
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We want to address these 
commenters’ statements that testing at 
the new amphetamine screening cutoffs 
will yield ‘‘false positive’’ test results. 
Neither CRL nor Quest even alluded to 
there being a ‘‘false positive’’ testing 
issue with the new amphetamine 
cutoffs. Concerns about the risks of 
‘‘false positive’’ test results are not 
supported by the available data. In fact, 
no reportable positive test results were 
identified in the CRL and Quest data on 
specimens that did not, in fact, screen 
and confirm positive for a drug for 
which DOT tests. 

In addition, we want to clarify that no 
OTC medication that CRL chose to test 
for—ephedrine, pseudoephedrine, and 
phenylpropanolamine—would confirm 
positive on a DOT test and would be 
reported on a DOT test. We are 
concerned that the CRL confirmation 
testing on these specimens may have 
proven misleading to the groups who 
read the data and believed that our tests 
for amphetamines would identify these 
particular OTC medications. It is our 
opinion that CRL’s inclusion of this 
confirmation test data does not support 
CRL’s conclusion. Laboratories simply 
will not conduct confirmation testing 
for or identify these OTC medications in 
DOT’s program. 

It is also important to note that only 
confirmed positive drug tests are 
reported to the MRO as positive. No 
results screened positive are reported as 
positive until and unless they are also 
positive on a laboratory confirmation 
test and for the drugs for which we test. 
And, no test result is reported to the 
employer until the MRO properly 
verifies the result by determining if the 
employee has a legitimate medical 
explanation for the positive. If the 
employee has a legitimate medical 
explanation, the MRO will report the 
result to the employer as a negative test. 
These are ‘‘due process’’ steps that have 
always been an integral part of DOT’s 
testing program. 

We realize that laboratories will 
certainly screen specimens for 
amphetamines at the new HHS cutoffs 
and will not realize the same return rate 
on confirmed positive testing as they 
observe now, as CRL points out 
effectively in their data. CRL is 
concerned that the cost of confirming 
the increased number of screened 
positive tests does not warrant the 
expense for such a small number of 
confirmed positives, as shown by their 
data. 

It is important to note that the 
confirmation rates for opiates and 
amphetamines is now generally less 
than that for THC, cocaine, and PCP. 
Therefore, it is not unusual to see a 

disparity between screening rates and 
subsequent confirmation rates, 
especially for opiates and 
amphetamines. 

However, we will urge HHS to closely 
monitor this screening issue for 
amphetamines during the first year the 
new cutoffs are in place. We believe that 
the issue will be properly evaluated by 
HHS with DOT, the Center for 
Substance Abuse Prevention Drug 
Testing Advisory Board (CSAP DTAB), 
and laboratories in determining if the 
screening cutoffs for amphetamine 
would need to be modified upward if 
the added cost largely outweighed the 
benefits. The CSAP DTAB provides 
advice to the Administrator, SAMHSA, 
regarding the drug testing laboratory 
certification program. 

Laboratory Testing for 6– 
Acetylmorphine (6–AM) 

In the NPRM, we proposed to 
incorporate new HHS criteria for initial 
testing for 6–AM, a marker for heroin. 
We also asked if there were factual, 
evidence-based concerns about the need 
to show morphine with a 6–AM 
confirmed positive result. Also, if there 
were evidence-based systematic 
research and studies showing that 
morphine must also be present and 
quantitations reported, we asked for 
solutions by laboratories and/or MROs 
to adequately address the issue. 

Comments 

A slight majority of commenters 
expressed support for the new HHS 
screening and confirmation cutoffs for 
6–AM. Some who support the tests for 
6–AM do so because they believe 
transportation safety will be enhanced 
when more heroin users are identified 
and removed from their safety-sensitive 
duties. Several who do not support the 
provision express concern about the 
new cutoffs no longer requiring a test for 
morphine—something they say is 
imperative to ensure that the person is 
actually a heroin user. At least one 
commenter believes no additional 
heroin users will be identified and 
expresses concern about the cost of 
having only one supplier of laboratory 
reagent for 6–AM. 

Several laboratory entities and experts 
weighed in on the issue. RTI 
International (RTI) agreed with HHS for 
screening all specimens for 6–AM and 
for dropping the requirement to ensure 
a presence of morphine above 2000 ng/ 
mL. RTI indicated that the new testing 
will increase the positive rate by 8— 
29%, but failed to explain the basis for 
its concern. They also quote three 
studies as supporting the HHS decision. 

Clinical Research Laboratory (CRL) 
quoted their own study—for which we 
have no way to assess the adequacy of 
the study protocols—and stated that out 
of 820 tests for opiates and 6–AM, all 
screened at 3 ng/mL, versus the HHS 
cutoff of 10 ng/mL, and all except one 
had opiate positive results above the 
2,000ng/mL cutoff. CRL did not attempt 
to explain why this sample tested 
positive for 6–AM but did not test for 
morphine. They concluded that there is 
no published explanation for the 
detection of 6–AM without the presence 
of morphine. Therefore, CRL 
recommended that the Department 
provide guidance to MROs and 
laboratories about conferring with one 
another if there were ever 6–AM 
without the presence of morphine. 

Quest Laboratories reviewed 1.2 
million test results. Of those specimen 
results, 112 tested positive for 6–AM 
(heroin). The Quest study data indicated 
that 7 of those 112 6–AM positives also 
tested positive for morphine in the 300– 
2000 ng/mL range. The remaining 105 
6–AM positives had morphine 
confirmed above 2000 ng/mL. Quest 
suggested that ‘‘only’’ six tests out of a 
million would test positive for 6–AM 
and not have morphine that was present 
reported to the MRO. Therefore, Quest 
recommended that DOT provide 
additional guidance to MROs to speak 
with laboratories related to morphine 
that may be present but not reported by 
the laboratory. 

DOT Response 
As stated earlier in this document, the 

Department must follow the laboratory 
testing protocols and standards that are 
established by HHS. Therefore, we must 
adhere to the screening and 
confirmation drug testing cutoffs that 
HHS has established for the laboratories 
and for which the laboratories are 
certified. 

6–AM is a unique metabolite 
produced when a person uses the illicit 
drug heroin. 6–AM is both excreted in 
the urine and further metabolized to 
morphine. Morphine can also be 
excreted in the urine as a result of 
codeine or morphine use. Thus, 
morphine is a common metabolite of 
both heroin and codeine. 

It is well established that, in some 
instances, individuals who are positive 
for 6–AM are atypically low in the 
coincident morphine concentration 
found in urine. That is, their morphine 
concentrations are below the HHS/DOT 
cutoff of 2000 ng/mL and even below 
300 ng/mL. Therefore, testing programs 
focused on the morphine concentration 
as the screening discriminator will fail 
to identify a number of heroin users 
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(estimated by some studies referenced 
in the docket to be about 10% of the 
opiate positives). 

While morphine positives in the 
absence of 6–AM require significant 
MRO intervention to differentiate 
legitimate morphine or codeine sources 
for morphine, 6–AM is a definitive 
marker for heroin use and thus requires 
no MRO intervention. There are simply 
no legitimate medical explanations for 
6–AM positive tests. Although there has 
been from time to time some anecdotal 
suggestion that 6–AM can be produced 
from morphine, existing scientific 
evidence does not support such a claim. 

The atypical finding of a 6–AM 
positive in the absence of significant 
morphine findings by CRL may be the 
result of recent heroin use close to the 
time of sampling, a metabolic defect in 
the metabolism of 6–AM resulting in 
prolonged excretion, shunting of 
metabolic pathways away from 
morphine, or interaction with other 
substances not identified. Therefore, the 
6–AM testing does not require 
confirmation by the simultaneous 
detection of a specified quantity of 
morphine. 

Multiple scientific publications have 
concluded that a portion of the 
population shows urinary 
concentrations of 6–AM above 10 ng/mL 
with morphine concentrations below 
300 ng/mL, even though the Quest study 
showed that none of their 6–AM 
positive results had morphine below a 
300 ng/mL cutoff. 

Therefore, the salient facts are: 
• 6–AM confirmed positive tests do 

not need a morphine marker; 
• Data show that when one looks for 

morphine as a marker, it most always 
exists above the morphine confirmation 
cutoffs or above Limit of Detection 
(LOD); and 

• If the morphine marker does not 
exist on a 6–AM positive result, there is 
ample scientific reason to strongly 
suggest recent heroin use. 

Despite these facts and until more 
information is gathered from DOT’s 
experience with 6–AM testing, when a 
6–AM confirmed positive result is 
reported and morphine for that 
specimen is not reported at or above the 
2000 ng/mL confirmed positive cutoff, 
the laboratory and MRO must confer to 
determine if there was confirmed 
morphine below the 2000 ng/mL, and if 
not, whether further testing is needed to 
quantify the amount of morphine 
present. The laboratory must report the 
amount of morphine from the test to the 
MRO. 

If a laboratory finds no detectable 
morphine at its LOD upon further 
testing, the laboratory must report that 

fact to DOT’s Office of Drug and Alcohol 
Policy and Compliance (ODAPC) 
immediately. Based upon the scientific 
evidence that exists today, we simply do 
not think that 6–AM with no morphine 
detected will occur. But we will 
determine what our first year of 6–AM 
screening and confirmation testing 
reveals in this matter. We would work 
directly with MROs on these cases, if 
there would be any. We would also 
work with HHS to determine if 
additional action is necessary. 
Ultimately, the MRO, with ODAPC’s 
assistance, would make a verified result 
determination following these 
discussions. 

Last year, HHS-certified laboratories 
conducted approximately 5.2 million 
DOT tests. Quest estimates that there 
will be 6 tests per one million that 
would be reported to MROs for 6–AM 
with morphine concentrations below 
the established confirmation cutoffs. 
Extrapolated, this would mean 
approximately 30 6–AM positive 
specimen tests a year will be reported to 
MROs with morphine below 2000 ng/ 
mL. As with other 6–AM positives, the 
MRO must not accept an assertion that 
there is a legitimate explanation for the 
presence of 6–AM in the employee’s 
specimen. 

Approval of Medical Review Officer 
Training and Examination Groups 

The HHS Mandatory Guidelines will 
require that nationally-recognized MRO 
certification entities or subspecialty 
boards for medical practitioners in the 
field of medical review must have their 
qualifications, training programs, and 
examinations approved by HHS on an 
annual basis. The Department requested 
comments on whether part 40 should 
require these groups to be approved and 
if the Department should seek a shared 
approval process with HHS. 

Comments 

Commenters were rather evenly 
divided about whether the Department 
should require or join the approval 
process of the nationally-recognized 
MRO certification and subspecialty 
boards. Some who support DOT’s 
involvement expressed concern that 
HHS would be the only approving 
authority if the Department does not 
share in that responsibility. Some who 
did not support the Department’s 
involvement in the approval process 
also tended not to support HHS 
approval of these boards, either. Some 
commenters offered suggestions about 
basic standards for national certification 
groups. 

DOT Response 

While we believe the current MRO 
training and examination boards have 
very strong standards, we want to be 
certain that these groups continue to 
present well and accurately the 
Department’s part 40 and DOT agency, 
including the USCG, drug rules. After 
all, no MRO wants to be in violation of 
the Department’s regulations because of 
erroneous information presented during 
training or on a certification 
examination. Consequently, it makes 
sense to consider the benefits of 
additional oversight of MRO 
certification groups. 

Some of the basic standards suggested 
by one commenter were very similar to 
our Subpart O requirements for national 
drug and alcohol counselor certification 
organizations. Our experience with 
these counselor certification 
organizations taught us that having 
standard requirements rules out up- 
front substandard counseling 
organizations. Our SAP experience also 
taught us that, from the beginning, the 
major MRO organizations had 
established highly reputable training 
and examination modalities. In fact, we 
used some of the MRO testing standards 
in laying out the examination 
requirements that SAP testing 
organizations now follow. 

We liked the idea submitted by one of 
the commenters for basic standards for 
the MRO certification organizations and 
will pass these ideas to HHS. However, 
we see no pressing need for the 
Department to use our limited staff time 
and personnel to participate in or 
require approval for these established 
organizations. Again, our experience has 
been that these national organizations 
effectively train, test, and certify MROs. 
As long as they continue to do so, and 
as long as there are no new MRO 
certification organizations on the 
horizon, we see no reason to expend 
additional resources approving those 
who have already demonstrated their 
competence. 

We will continue our practice of 
helping MRO training and examination 
groups to accurately update DOT’s 
portions of their course materials, 
manuals, and examination content. We 
believe our assistance will enable us to 
make sure that content is DOT-specific 
and accurate. 

We anticipate that HHS approval 
standards would include all Federal 
testing programs. However, we do not 
intend to become involved in this 
approval process, unless HHS identifies 
significant deficits with any of the 
training and examination efforts by any 
of these boards that affect DOT’s 
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program. For now, DOT will not require 
these MRO training and examination 
organizations to obtain HHS approval. 
Furthermore, MROs in the DOT program 
will not be required to be trained by an 
HHS-approved group, as long as the 
MROs meet DOT’s qualification training 
and requalification training 
requirements. 

Some of the commenters noted that 
one MRO certification organization 
reportedly provides an on-line 
examination. These commenters ask the 
Department to put a stop to this practice 
by requiring only proctored testing. One 
commenter indicated that at least the 
examination for the initial MRO 
certification should be proctored. We 
will defer action on the issue of 
proctored versus on-line examinations 
until we know more about the HHS 
approval process. We would note, 
however, that the entire issue of 
proctored versus on-line examinations 
remains largely unresolved—with 
supporters in both corners and with 
studies and literature supporting both 
camps.1 

Medical Review Officer Recurrent 
Requalification Training and 
Examination 

In our NPRM we sought comments on 
whether part 40, at 49 CFR 40.121(d), 
should be amended by removing the 
requirement that MROs must complete 
12 Continuing Education Units (CEUs) 
pertaining to DOT and MRO practices 
every three years, and instead require 
MROs to be requalified every five years 
by an MRO certification board or 
subspecialty board for medical 
practitioners. 

Comments 

Most commenters supported the idea 
that the Department require MROs to be 
requalified by being certified on a 
regular basis. Most also wanted DOT to 
continue to require MROs to have 
continuing education (or, Continuing 
Medical Education) related to their 
MRO work. Several commenters 
indicated that they did not see any 
benefit to changing the requirements, 
believing that initial qualification 
training and the continuing education 
requirement the Department established 
in 2000 has proven adequate. 

DOT Response 

Medical review of drug test results is 
more complex today than when we 
established the continuing education 
requirement in 2000. Therefore, we have 
decided to side with the overwhelming 
majority of commenters supporting 
MRO requalification training and 
reexamination on a regular basis. We 
will require MRO requalification every 
five years. However, to offset the 
associated costs, we will not maintain 
the requirement for continuing 
education. 

Over the years, it has been somewhat 
difficult for us to know whether the 12 
CEU hours obtained by many MROs 
every three years were indeed related to 
DOT’s testing program, as required. 
However, based on our experience to 
date, we believe that a requalification 
requirement every five years will assure 
DOT agency auditors and inspectors and 
regulated employers that MROs are 
appropriately qualified. 

We anticipate that MROs will 
continue to obtain CEUs by virtue of 
their MD and DO licensure 
requirements. In addition, the MRO 
certification boards provide their 
members with MRO manuals and 
periodic newsletters in an effort to keep 
everyone up-to-date on the 
Department’s program requirements. 

The MRO plays a key role in our 
important Federal safety program and 
maintains the Constitutionally 
mandated balance between the safety 
and privacy objectives of the program. 
The MRO’s role in gathering and 
evaluating the medical evidence and 
providing due process is imperative. 
These are duties that must be carried 
out by the MRO and cannot be delegated 
to anyone. 

The MRO is charged with certain 
important medical and administrative 
duties. The MRO must have detailed 
knowledge of the effects of medications 
and other potential alternative medical 
explanations for laboratory reported 
drug test results. He or she is 

responsible for determining whether 
legitimate medical explanations are 
available to explain an employee’s drug 
test result. This medical review process 
has become far more complex as a result 
of specimen validity testing and the 
myriad of medical explanations for 
adulterated, substituted, and invalid 
laboratory test results. These 
complexities have made MRO 
knowledge of the effects of drugs and 
medications even more important than 
it was in 2000. 

Part 40 also requires the MRO to 
confer with prescribing physicians in 
making decisions about prescription 
changes so that alternative medications 
can be used that will not impact public 
safety. Similarly, the MRO is required to 
report to employers the employees’ 
prescription and over-the-counter 
medication use (or dangerous 
combinations of use) that the MRO 
believes will negatively affect duty 
performance. In addition, the MRO is 
required to medically assess referral 
physician examinations and evaluations 
in certain positive and refusal-to-test 
situations. These, too, have become 
more complex over time. 

For these reasons, we think 
qualification training and examination 
followed by requalification and an 
examination every five years will be 
much more effective than the current 
one-time training and examination 
requirement with periodic CEUs. To 
ensure that MROs are well qualified, the 
requalification process must be very 
similar to the original qualification 
training (i.e., a full training program 
addressing all issues required by part 
40) and an examination administered by 
a nationally recognized MRO 
certification board or subspecialty board 
for medical practitioners in the field of 
medical review of DOT-mandated drug 
tests. A mere ‘‘update’’ type of training 
will be considered a violation of part 40. 

This regulation text lays out the 
requirements for when this new 
requalification training is to take place. 
MROs must maintain documentation 
about their qualification training and 
any subsequent continuing education. 
MROs would simply be required to 
complete the new requalification 
training and examination no later than 
five years from the date of having last 
met either their qualification training or 
continuing education requirements. 
Following the completion of the new 
requalification requirements, MROs will 
be required to complete requalification 
training and examination every five 
years thereafter. 

DOT will continue to use the term 
‘‘qualification training’’ rather than 
‘‘certification training’’ and will use 
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‘‘requalification training’’ rather than 
‘‘recertification training’’ in part 40. 

Medical Review Officer Records 
Maintenance 

In the NPRM we asked for discussion 
related to MRO records; primarily we 
asked what documentation of 
consultation and deliberation should be 
in MRO records. In the NPRM, we stated 
that our current recordkeeping 
requirements for negative and non- 
negative test results would not change 
based upon the new HHS MRO 
recordkeeping requirements. 

Comments 
Six commenters addressed the issue 

of MRO records. All supported the idea 
that MROs should keep records and that 
the time frame should be the same as 
that required for employers. 

One association said that DOT 
inspectors are not qualified to question 
MRO judgments regarding medical 
information and its relevance. Another 
commenter indicated that personal 
information, which was not defined, 
should be confidential and not part of 
the MRO file. This same commenter 
provided a long list of items that should 
be part of the record, including various 
dates and times of MRO contacts and 
conversations with various Designated 
Employer Representatives (DERs), 
collectors, and employers. In addition, 
this commenter believed that 
information should be included related 
to contacts with other physicians, 
laboratories, and pharmacies, although 
without specific detail. 

DOT Response 
The DOT agrees with commenters that 

MRO records are very important and 
integral to the MRO review process. We 
believe that records and notes generated 
by the review process need to be 
maintained. The purpose of any record 
is to ensure that proper procedures and 
results were achieved under part 40 
requirements. MRO records must show 
why a particular specimen is negative or 
non-negative. At times, the test result 
must withstand legal challenges. 

DOT regulations already require 
MROs to follow the employer’s record 
retention requirements—five years for 
non-negatives and one year for 
negatives. Those will not change. 

The notes recorded by the MRO are 
considered by the Department to be part 
of the record. These notes generally 
contain all the information that was 
discussed by the MRO with the 
employee and any supplemental 
information the MRO uses to support 
the various reasons the employee 
provides as legitimate medical 

explanation for a non-negative result. 
The MRO records may include copies of 
prescriptions, letters from other 
physicians, and consultations by the 
MRO with physicians, pharmacy 
personnel, laboratory personnel, and 
other appropriate individuals. 

However, a listing of these contacts 
without specific references as to what 
was discussed would not be effective. 
There must be a specific comment or 
rationale to which the MRO can 
subsequently refer for support and 
reasoning about the outcome of the 
verification process. This is especially 
true if a decision is challenged in a 
court or an administrative hearing 
proceeding. 

During the verification interview, the 
employee may share personal 
information. Unless a specific issue, 
such as the use of psychotropic 
medication, is used as a medical 
explanation for a drug positive, the 
MRO should not include the other 
sensitive, unrelated personal 
information in the record. From a 
practical point of view, MROs will 
primarily record information that is 
specific to the issue at hand or may have 
an impact upon safety. The Department 
is comfortable that MROs are trained, 
both in their role as physicians and as 
MROs, to maintain a clear balance 
between recording of pertinent 
information versus not recording 
sensitive information which is not 
relevant to the verification process or 
transportation safety. 

In reference to inspectors’ 
qualifications to question MROs 
medical decisions, we want to point out 
that the purpose of an inspection is not 
to challenge a physician’s medical 
expertise, but rather to ensure that the 
MRO is abiding by regulations and 
current requirements. In most cases, the 
issue would be whether there is 
adequate documentation for whatever 
action the MRO took. For example, if 
the MRO had his or her staff confer with 
the pharmacist or a prescribing 
physician—instead of doing so himself 
or herself, as the regulations require— 
the MRO’s procedures would be 
contrary to part 40. 

When a positive result is downgraded 
to a negative result, the inspector would 
look at the reason for this downgrade. If 
there is a legitimate medical 
explanation, the inspector would expect 
to see this clearly spelled out in the 
record. For example, if a THC positive 
confirmed laboratory result were 
downgraded to negative because of an 
explanation of ‘‘medical marijuana’’ use, 
the inspector would rightfully view that 
as a serious matter, because it remains 
unacceptable for any safety-sensitive 

employee subject to DOT drug testing 
rules to use marijuana. 

Additional areas of concern by DOT 
inspectors and auditors focus upon the 
person(s) who actually talk(s) with the 
employee following a non-negative 
result (e.g., the MRO vs. the MRO staff), 
how requests for split specimen testing 
are handled and whether requests are 
handled in timely manner, and how 
DERs are notified about non-negative 
results. The Department also knows that 
inspectors and auditors are trained to 
address all of these issues, and they are 
sensitive to the fact that these MRO 
records contain medical information 
and that they must be handled 
appropriately. We want to reaffirm that 
inspecting and auditing MRO records 
has been, and will continue to be, one 
of the mechanisms that inspectors and 
auditors use to ensure compliance with 
DOT regulations. 

Section-by-Section Discussion 
The following part of the preamble 

discusses each of the final rule’s 
sections, including responses to 
comments on each section. 

Table of Contents 
The Department proposed, in the 

NPRM, to modify some existing section 
headings in order to reflect regulation 
text changes. In all, three section 
headings have been modified and one 
has been added. § 40.3, § 40.87, and 
§ 40.139 have been revised, and § 40.140 
has been added. 

Section 40.3 What do the terms in this 
part mean? 

In order to align more closely the 
definitions in § 40.3 with definitions 
contained in the HHS Mandatory 
Guidelines, in the NPRM, the 
Department proposed modifying some 
existing definitions and adding several 
new ones. 

Five commenters supported this 
proposal and responded by making 
suggested additions or changes to this 
section. Several commenters did not 
support the changes, contending that 
the Department should not allow DOT- 
regulated employers to use IITFs. 
Because the Department is not allowing 
IITFs, no definitions related to IITFs 
will be added. A few commenters did 
not want the Department to change its 
definition of ‘‘cancelled test’’ because 
the proposed definition was confusing. 
After reviewing the comments the 
Department agrees with the commenters 
and will keep the current definition of 
‘‘cancelled test.’’ Other commenters did 
not want the Department to add 
definitions that were only applied to the 
HHS program and not to the DOT 
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program. We have reviewed those 
definitions and decided that most will 
be in the regulation. It is necessary to 
harmonize our terms with HHS 
definitions, in order that laboratories 
and others in the drug testing industry 
have consistent terms with which to 
operate. 

In all, 13 definitions will be modified 
or added to harmonize with HHS 
definitions, and one will be removed. 
The new or modified definitions are 
‘‘Adulterated specimen,’’ ‘‘Confirmatory 
drug test,’’ ‘‘Initial drug test (also known 
as a Screening drug test),’’ ‘‘Initial 
specimen validity test,’’ ‘‘Invalid drug 
test,’’ ‘‘Laboratory,’’ ‘‘Limit of Detection 
(LOD),’’ ‘‘Limit of Quantitation,’’ 
‘‘Negative result,’’ ‘‘Positive result,’’ 
‘‘Reconfirmed,’’ ‘‘Rejected for testing,’’ 
and ‘‘Split specimen collection.’’ The 
term ‘‘Initial validity test’’ was removed. 

Section 40.87 What are the cutoff 
concentrations for drug tests? 

The Department will require 
conducting initial and confirmation 
testing for MDMA, MDA, and MDEA, 
conducting initial testing for 6–AM, 
lowering the initial and confirmation 
cutoff concentrations for amphetamines, 
and lowering the initial and 
confirmation cutoff concentrations for 
cocaine. We include certain instructions 
for laboratories (and MROs) related to 
6–AM testing. Specific discussions of 
these issues are included under 
‘‘Principal Policy Issues’’ in this 
preamble. 

Section 40.97 What do laboratories 
report and how do they report it? 

The Department added a paragraph to 
this section instructing the laboratory to 
contact ODAPC if it ever confirms 6– 
AM with no detectable morphine at its 
LOD, upon further testing. A fuller 
discussion of this matter is in ‘‘Principal 
Policy Issues.’’ 

Section 40.121 Who is qualified to act 
as an MRO? 

Commenters had a number of 
suggestions related to ongoing training 
for MROs. The DOT reviewed the 
comments and, as discussed in the 
‘‘Principal Policy Issues,’’ will require 
MRO requalification, including training 
and examination, every five years. 

Section 40.139 On what basis does the 
MRO verify test results for codeine and 
morphine? 

The Department has revised this 
section by limiting the section to how 
MROs are to verify laboratory-confirmed 
codeine and morphine test results. We 
removed 6–AM verification from this 

section and moved it to a new section. 
We also revised the section’s heading. 

Section 40.140 On what basis does the 
MRO verify test results for 6- 
acetylmorphine (6–AM)? 

This new section provides 
instructions to MROs on how they are 
to verify confirmed positive 6–AM 
results from laboratories. Instructions 
include how MROs are to handle 6–AM 
confirmed positive results when 
morphine is above the confirmation 
cutoff, when morphine is confirmed 
below the confirmation cutoff, when 
morphine is confirmed above LOD, and 
if ever morphine is not detected at LOD 
upon further testing. A fuller discussion 
of this matter is in ‘‘Principal Policy 
Issues.’’ 

Section 40.151 What are MROs 
prohibited from doing as part of the 
verification process? 

The Department has revised this 
section by adding MDMA, MDA, and 
MDEA as being among the drugs for the 
presence of which there exist no 
legitimate medical explanations. This 
instruction is consistent with what the 
Department has said about PCP and 6– 
AM. 

Section 40.159 What does the MRO do 
when a drug test is invalid? 

In response to the commenters’ 
concerns related to pH, this section is 
based on a July 2008 guidance 
authorizing MROs to consider time and 
temperature in making their verification 
decisions if pH is in the 9.0–9.5 range. 
A fuller discussion of this matter is in 
‘‘Principal Policy Issues.’’ 

Section 40.163 How does the MRO 
report drug test results? 

The majority of the commenters 
wanted DOT to be clear about the 
records MROs should keep and how 
long MROs should keep them. Based 
upon the comments, we have decided to 
put more specificity about this issue 
into the MRO rule text section. MROs 
keep negative and cancelled drug test 
reports and records for one year, and all 
positive and refusal drug test reports 
and records for five years. A fuller 
discussion of this matter is in ‘‘Principal 
Policy Issues.’’ 

Appendix B to Part 40—DOT Drug 
Testing Semi-Annual Laboratory Report 
to Employers 

The Department has modified the 
requirements for the semi-annual 
laboratory reports to employers. The 
changes require laboratories to also 
report the total number of MDMA, 

MDA, and MDEA positive drug test 
results. 

Appendix C to Part 40—DOT Drug 
Testing Semi-Annual Laboratory Report 
to DOT 

The Department has modified the 
requirements for the semi-annual 
laboratory reports to DOT. The changes 
require laboratories to also delineate the 
positives for the newly added MDMA, 
MDA, and MDEA. We are also breaking 
out the other drugs for which we test in 
order to make it simpler for laboratories 
to report and for our staff to tally the 
reports. 

Other Issues 
There were several comments that 

addressed editorial changes and 
included typographical errors. We 
appreciate these comments and 
incorporated a good many of the 
suggestions and edits. 

The Department also received several 
comments that we consider to be 
outside of the scope for this rulemaking. 
However, in order to try to bring closure 
to these issues, we will provide some 
explanation and clarification. 

One commenter said that section 
40.25 stated that the employer was 
required to obtain consent from the 
applicant, but the commenter believed 
that section 40.27 prohibited the 
employer from obtaining consent for 
release of the 40.25 information. We 
would like to point out that section 
40.25 requires the employee to sign this 
written consent in order to perform 
safety-sensitive duties and is very 
specific as to the purpose of this 
consent. Section 40.27 prohibits an 
employer from requiring the employee 
to sign a form consenting to 
participation in the program, a blanket 
release form for all drug and alcohol 
testing information, or any type of 
waiver of indemnification or liability. 
There is no contradiction between these 
two requirements. 

Another commenter believed that the 
HHS employer option for a second 
collection, if the first test result was 
‘‘negative dilute,’’ was not adopted by 
DOT. We would point out that this 
authorization has already been part of 
our rule for some time and is clearly 
spelled out in section 40.197. 

One commenter wanted the 
Department to establish a time limit on 
how long an employee had to wait at a 
collection site before providing a urine 
specimen. This commenter thought that 
two hours should be the maximum 
timeframe an employee had to wait to 
provide a specimen. This same 
commenter also wanted clarification 
about what constituted a ‘‘drug failure’’ 

VerDate Mar<15>2010 14:09 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00047 Fmt 4700 Sfmt 4700 E:\FR\FM\16AUR1.SGM 16AUR1W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 R
U

LE
S



49860 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

and that leaving the collection site for 
a short time should not be considered a 
refusal, unless the employee left the 
collection area where the urine sample 
is actually taken. Additionally, this 
commenter wanted some grievance 
procedures to be established should 
there be problems at a collection site. 

Although this commenter was 
concerned about how long an employee 
may have to wait to provide a specimen, 
we would like to emphasize that section 
40.61(b) clearly directs the collection 
site to ‘‘begin the testing process without 
undue delay.’’ The Department’s 
position has always been that testing 
should start as soon as possible after the 
employee’s arrival at the site. The 
Department’s position has always been 
that the employee cannot leave the 
collection site, i.e., the waiting area, 
even for a short time. Leaving the site 
provides employees the opportunity to 
adulterate or substitute their specimens. 
And finally, collection site problems 
encountered by employees should be 
raised to the employer following the 
collection. The employer is ultimately 
responsible for the proper operation of 
its drug testing program. 

One association asked for clarification 
as to what the Department intended by 
the term ‘‘same business day’’ as it 
applies under section 40.205. This 
section directs that if a problem is 
identified in the testing process, anyone 
involved in it should make an attempt 
to correct the problem on the same 
business day that notification is 
received about the problem. This 
commenter provided several scenarios 
where the employer, the collection site, 
or the service agent offices are closed, 
but the information is transmitted to 
them. The question is how these entities 
can meet the requirement of responding 
on the same day that they are notified 
about a problem. 

If an office is closed when 
information is received, common sense 
dictates that the next day the office is 
open is the business day it is received. 

Several commenters asked about other 
HHS Mandatory Guidelines procedures 
and whether the Department would 
adopt them. As discussed in the NPRM, 
the Department identified those HHS 
Mandatory Guidelines we proposed to 
adopt and which ones we did not. In 
this final rule, we have again 
highlighted those we have adopted. 

For example, the Department will not 
require observers to receive advanced, 
formalized training to learn about the 
steps necessary to directly observe a 
collection. The current process of 
having a qualified and trained collector 
provide immediate, precise, and 
relevant instructions to an observer at 

the time of a directly observed 
collection is very appropriate and 
effective and has been for years. That 
way, the Department can be assured that 
the requisite instructions are provided 
each time that direct observation is 
required, no matter how many, or few, 
an observer has already accomplished. 

In addition, the costs associated with 
formally training observers (and the 
resulting limitation on available 
observers) does not outweigh any 
minimal benefits to arguably be 
obtained by training observers in 
advance instead of providing timely and 
relevant instructions on site at the time 
direct observation is required. The 
Department is not aware of any cases 
where it was not effective to have the 
qualified and trained collector instruct 
the observer at the time a direct 
observation must occur, and to do so 
each and every time, no matter whether 
the observer has already been trained 
and properly informed. 

Also, DOT will not change our 
longstanding regulatory position that a 
collector need not obtain prior approval 
from a collection site supervisor before 
performing a directly observed 
collection. Requiring collectors to get 
approval from collection site 
supervisors would create difficult 
logistical issues that would complicate 
the process. There are numerous 
instances where the collector is alone or 
does not have immediate access to a 
collection site supervisor. In fact, the 
collector may be the site supervisor. 
Many collections occur off-site or in the 
middle of the night, where and when 
supervisors would not be available, and 
requiring consultation with an 
unavailable supervisor would prove 
onerous and serve only to delay the 
process unnecessarily. We believe 
qualified collectors should continue to 
make these direct observation collection 
decisions and to continue basing those 
decisions upon the clear requirements 
set forth in part 40. 

Also, we will not change the duration 
of the paperwork retention requirement 
for collectors. HHS will require 
collectors to keep Copy 3 for two years. 
The Department believes the current 30 
days is sufficient in DOT’s program. 
Retention for 30 days has proven a 
sufficient amount of time in which to 
ensure that a CCF copy with the 
employee’s signature would be available 
to the MRO when the MRO’s CCF copy 
was not available. Requiring document 
retention for two years would greatly 
increase the paperwork burden without 
any added safety or efficiency benefit. 

Under the revised HHS Mandatory 
Guidelines, Federal agencies will be 
required to audit five percent or a 

maximum of 50 of their collection sites 
annually. The Department believes that 
creating a parallel requirement for 
transportation industry employers 
would be very expensive to employers 
in DOT’s program in terms of time and 
resources, with few efficiency and/or 
safety benefits. The Department would 
anticipate seeing more effective 
monitoring by the collection site parent 
organizations in an effort to ensure for 
employers that sites under their 
organization umbrellas, with which 
employers are contracting, are properly 
conducting collections. The DOT 
agencies and the U.S. Coast Guard also 
provide on-site audits and inspections 
of collection sites. They have also 
increased their mock collection 
inspections and their clandestine 
inspections. All of these provide added 
oversight to determine whether 
collection site personnel are properly 
performing collections and whether 
collection sites adhere to DOT’s strong 
security and integrity requirements. 

The revised HHS Mandatory 
Guidelines will require at least three 
percent blind specimen testing, 
compared to DOT’s current one percent. 
We believe our current requirements 
represent a good balance between 
considerations of reducing burdens and 
maintaining an effective check upon 
laboratory performance. We have had 
few, if any, laboratory accuracy 
problems over the history of the 
program, and we believe that we can 
continue to ensure that this pattern 
continues while reducing burdens and 
costs on participants. Coupled with the 
HHS requirements and the additional 
proficiency testing required for 
laboratory certification, the blinds 
submitted to laboratories for quality 
control testing purposes via DOT 
requirements are quite ample. 

In the NPRM, the Department 
estimated the total annual cost of testing 
for MDMA and 6–AM to be $1,361,063. 
One commenter believed that estimate 
to be too low, but did not offer any 
recommended cost figure. We believe 
there will be approximately 5 million 
DOT tests per year, and an MDMA test 
will cost on average $ 0.09 per test, and 
6–AM will cost on average $.26 per test. 
MDMA will cost approximately $450 
thousand per year, and 6–AM will cost 
approximately $1.3 million per year, for 
a total of $1.75 million per year. 

Regulatory Analyses and Notices 

The statutory authority for this rule 
derives from the Omnibus 
Transportation Employee Testing Act of 
1991 (49 U.S.C. 102, 301, 322, 5331, 
20140, 31306, and 45101 et seq.) and the 
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Department of Transportation Act (49 
U.S.C. 322). 

The Department estimates there will 
be approximately 5 million DOT tests 
per year. An MDMA test will cost on 
average $0.09 per test, and 6–AM will 
cost on average $.26 per test. MDMA 
will cost approximately $450 thousand 
per year, and 6–AM will cost 
approximately $1.3 million per year, for 
a total of $1.75 million per year. Based 
upon the data discussed in the 
‘‘Principal Policy Issues,’’ the increased 
detection of amphetamine, 
methamphetamine, and cocaine use 
through drug testing is estimated to be 
approximately 30% more for 
amphetamines/methamphetamines, and 
30% more for cocaine. In 2009, HHS- 
certified laboratories reported to DOT 
that there were 14,195 confirmed DOT 
positive results for amphetamines/ 
methamphetamines. So, we estimate an 
increase of over 4,000 confirmed 
positive amphetamine/ 
methamphetamine test results. Also in 
2009, laboratories reported 12,918 DOT 
cocaine confirmed positive results. 
Therefore, we estimate an increase of 
nearly 4,000 confirmed cocaine results. 
We estimate the cost associated with 
this increase of 8,000 positive test 
results for cocaine and amphetamines/ 
methamphetamines to be $500 
thousand. The total program cost of the 
new regulation will be $2.25 million. 

It stands to reason that it will be cost 
beneficial to identify the illegal drug use 
of an additional 8,000 safety-sensitive 
transportation employees annually, 
across all modes—on roads, rails, water, 
or in the air, over land and 
underground. Furthermore, if 
identifying the illicit drug use by these 
employees prevents a single serious 
accident, then the economic benefits of 
the rule will outweigh its costs. As we 
have stated throughout this preamble, 
the Omnibus Act requires us to follow 
HHS on these specific drug testing 
matters. 

We have concluded that this rule is 
not significant for purposes of Executive 
Order 12866 or DOT’s regulatory 
policies and procedures. In addition to 
its low costs, it modifies our overall part 
40 procedures and is intended to further 
align our laboratory procedures and 
processes, as well as some collection 
and MRO procedures, in order to 
harmonize DOT procedures with 
requirements that are being directed by 
HHS Mandatory Guidelines, which were 
themselves deemed to be non- 
significant rules. The DOT also certifies, 
under the Regulatory Flexibility Act, 
that this rule will not have a significant 
economic impact on a substantial 
number of small entities. Given the 

small net change in regulatory costs 
compared to the present rule, spread 
over the many thousands of small 
entities in the transportation industries, 
the cost impact per entity is expected to 
be negligible. 

There are no new information 
collection requirements that would be 
subject to the Paperwork Reduction Act. 

This rule has been analyzed in 
accordance with the principles and 
criteria contained in Executive Order 
13132 (‘‘Federalism’’). This rule does not 
include requirements that (1) have 
substantial direct effects on the States, 
the relationship between the national 
government and the States, or the 
distribution of power and 
responsibilities among the various 
levels of government, (2) impose 
substantial direct compliance costs on 
State and local governments, or (3) 
preempt State law. Therefore, the 
consultation and funding requirements 
of Executive Order 13132 do not apply. 

List of Subjects in 49 CFR Part 40 

Administrative practice and 
procedures, Alcohol abuse, Alcohol 
testing, Drug abuse, Drug testing, 
Laboratories, Reporting and 
recordkeeping requirements, Safety, 
Transportation. 

49 CFR subtitle A, Authority and 
Issuance. 

Issued August 10, 2010, at Washington DC. 
Ray LaHood, 
Secretary of Transportation. 

■ For reasons discussed in the 
preamble, the Department of 
Transportation amends Title 49 of the 
Code of Federal Regulations, part 40, as 
follows: 

PART 40—PROCEDURES FOR 
TRANSPORTATION WORKPLACE 
DRUG AND ALCOHOL TESTING 
PROGRAMS 

■ 1. The authority citation for 49 CFR 
part 40 continues to read as follows: 

Authority: 40 U.S.C. 102, 301, 322, 5331, 
20140, 31306, and 54101 et seq. 

* * * * * 
■ 2. § 40.3 is amended as follows: 
■ A. Revise the section heading. 
■ B. Revise the definitions of 
Adulterated specimen, Confirmatory 
drug test, Initial drug test (also known 
as a Screening drug test), Invalid drug 
test, Laboratory, and Limit of detection 
(LOD). 
■ C. Add in alphabetical order 
definitions of Initial specimen validity 
test, Limit of Quantitation, Negative 
result, Positive result, Reconfirmed, 
Rejected for testing, and Split specimen 
collection. 

■ D. Remove the definition of Initial 
validity test. 

The revisions and additions read as 
follows: 

§ 40.3 What do the terms used in this part 
mean? 

* * * * * 
Adulterated specimen. A specimen 

that has been altered, as evidenced by 
test results showing either a substance 
that is not a normal constituent for that 
type of specimen or showing an 
abnormal concentration of an 
endogenous substance. 
* * * * * 

Confirmatory drug test. A second 
analytical procedure performed on a 
different aliquot of the original 
specimen to identify and quantify the 
presence of a specific drug or drug 
metabolite. 
* * * * * 

Initial drug test (also known as a 
‘‘Screening drug test’’). The test used to 
differentiate a negative specimen from 
one that requires further testing for 
drugs or drug metabolites. 

Initial specimen validity test. The first 
test used to determine if a urine 
specimen is adulterated, diluted, 
substituted, or invalid. 

Invalid drug test. The result reported 
by an HHS-certified laboratory in 
accordance with the criteria established 
by HHS Mandatory Guidelines when a 
positive, negative, adulterated, or 
substituted result cannot be established 
for a specific drug or specimen validity 
test. 
* * * * * 

Laboratory. Any U.S. laboratory 
certified by HHS under the National 
Laboratory Certification Program as 
meeting the minimum standards of 
Subpart C of the HHS Mandatory 
Guidelines for Federal Workplace Drug 
Testing Programs; or, in the case of 
foreign laboratories, a laboratory 
approved for participation by DOT 
under this part. 
* * * * * 

Limit of Detection (LOD). The lowest 
concentration at which a measurand can 
be identified, but (for quantitative 
assays) the concentration cannot be 
accurately calculated. 

Limit of Quantitation. For quantitative 
assays, the lowest concentration at 
which the identity and concentration of 
the measurand can be accurately 
established. 
* * * * * 

Negative result. The result reported by 
an HHS-certified laboratory to an MRO 
when a specimen contains no drug or 
the concentration of the drug is less 
than the cutoff concentration for the 
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drug or drug class and the specimen is 
a valid specimen. 
* * * * * 

Positive result. The result reported by 
an HHS-certified laboratory when a 
specimen contains a drug or drug 
metabolite equal to or greater than the 
cutoff concentrations. 
* * * * * 

Reconfirmed. The result reported for 
a split specimen when the second 
laboratory is able to corroborate the 
original result reported for the primary 
specimen. 
* * * * * 

Rejected for testing. The result 
reported by an HHS-certified laboratory 
when no tests are performed for a 
specimen because of a fatal flaw or a 
correctable flaw that is not corrected. 
* * * * * 

Split specimen collection. A 
collection in which the urine collected 
is divided into two separate specimen 
bottles, the primary specimen (Bottle A) 
and the split specimen (Bottle B). 
* * * * * 
■ 3. In § 40. 87, the section heading and 
paragraph (a) are revised, and paragraph 
(e) is added, to read as follows: 

§ 40.87 What are the cutoff concentrations 
for drug tests? 

(a) As a laboratory, you must use the 
cutoff concentrations displayed in the 
following table for initial and 
confirmatory drug tests. All cutoff 
concentrations are expressed in 
nanograms per milliliter (ng/mL). The 
table follows: 

Initial test analyte Initial test cutoff concentration Confirmatory test analyte Confirmatory test cutoff con-
centration 

Marijuana metabolites .................... 50 ng/mL ....................................... THCA 1 .......................................... 15 ng/mL. 
Cocaine metabolites ...................... 150 ng/mL ..................................... Benzoylecgonine .......................... 100 ng/mL. 
Opiate metabolites 
Codeine/Morphine2 ........................ 2000 ng/mL ................................... Codeine ........................................ 2000 ng/mL. 

Morphine ....................................... 2000 ng/mL. 
6–Acetylmorphine .......................... 10 ng/mL ....................................... 6–Acetylmorphine ......................... 10 ng/mL. 
Phencyclidine ................................. 25 ng/mL ....................................... Phencyclidine ................................ 25 ng/mL. 
Amphetamines3 

AMP/MAMP 4 .......................... 500 ng/mL ..................................... Amphetamine ................................ 250 ng/mL. 
Methamphetamine5 ...................... 250 ng/mL. 

MDMA 6 .......................................... 500 ng/mL ..................................... MDMA ........................................... 250 ng/mL. 
MDA7 ............................................ 250 ng/mL. 
MDEA8 .......................................... 250 ng/mL 

1 Delta-9-tetrahydrocannabinol-9-carboxylic acid (THCA). 
2 Morphine is the target analyte for codeine/morphine testing. 
3 Either a single initial test kit or multiple initial test kits may be used provided the single test kit detects each target analyte independently at 

the specified cutoff. 
4 Methamphetamine is the target analyte for amphetamine/methamphetamine testing. 
5 To be reported positive for methamphetamine, a specimen must also contain amphetamine at a concentration equal to or greater than 100 

ng/mL. 
6 Methylenedioxymethamphetamine (MDMA). 
7 Methylenedioxyamphetamine (MDA). 
8 Methylenedioxyethylamphetamine (MDEA). 

* * * * * 
(e) On a 6–AM confirmed positive 

result: 
(1) When a 6–AM confirmed positive 

result is reported and morphine for that 
specimen is not reported at or above the 
2000 per ng/mL confirmed positive 
cutoff, you must confer with the MRO 
to determine if there was confirmed 
morphine below 2000 ng/mL. 

(2) If morphine was not confirmed 
below 2000 ng/mL, you and the MRO 
must determine whether further testing 
is needed to quantify the amount of 
morphine concentration present. 

(3) If you find no detectable morphine 
at LOD upon further testing, you must 
report that fact to ODAPC immediately. 
■ 4. In § 40.97, paragraph (g) is added to 
read as follows: 

§ 40.97 What do laboratories report and 
how do they report it? 
* * * * * 

(g) If you confirm 6–AM and find no 
detectable morphine at LOD upon 
further testing, you must report that fact 
to ODAPC immediately. 

■ 5. In § 40.121, paragraph (d) is revised 
to read as follows: 

§ 40.121 Who is qualified to act as an 
MRO? 
* * * * * 

(d) Requalification Training. During 
each five-year period from the date on 
which you satisfactorily completed the 
examination under paragraph (c)(2) of 
this section or have successfully 
completed the required continuing 
education requirements which were 
mandatory prior to October 1, 2010, you 
must complete requalification training. 

(1) This requalification training must 
meet the requirements of the 
qualification training under paragraph 
(c)(1) of this section. 

(2) Following your completion of 
requalification training, you must 
satisfactorily complete an examination 
administered by a nationally-recognized 
MRO certification board or subspecialty 
board for medical practitioners in the 
field of medical review of DOT- 
mandated drug tests. The examination 
must comprehensively cover all the 

elements of qualification training listed 
in paragraph (c)(1) of this section. 
* * * * * 
■ 6. § 40.139 is revised to read as 
follows: 

§ 40.139 On what basis does the MRO 
verify test results for codeine and 
morphine? 

As the MRO, you must proceed as 
follows when you receive a laboratory 
confirmed positive morphine or codeine 
test result: 

(a) In the absence of 6–AM, if the 
laboratory detects the presence of either 
morphine or codeine at 15,000 ng/mL or 
above, you must verify the test result 
positive unless the employee presents a 
legitimate medical explanation for the 
presence of the drug or drug metabolite 
in his or her system, as in the case of 
other drugs (see § 40.137). Consumption 
of food products (e.g., poppy seeds) 
must not be considered a legitimate 
medical explanation for the employee 
having morphine or codeine at these 
concentrations. 
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(b) For all other opiate positive 
results, you must verify a confirmed 
positive test result for opiates only if 
you determine that there is clinical 
evidence, in addition to the urine test, 
of unauthorized use of any opium, 
opiate, or opium derivative (i.e., 
morphine, heroin, or codeine). 

(1) As an MRO, it is your 
responsibility to use your best 
professional and ethical judgment and 
discretion to determine whether there is 
clinical evidence of unauthorized use of 
opiates. Examples of information that 
you may consider in making this 
judgment include, but are not limited to, 
the following: 

(i) Recent needle tracks; 
(ii) Behavioral and psychological 

signs of acute opiate intoxication or 
withdrawal; 

(iii) Clinical history of unauthorized 
use recent enough to have produced the 
laboratory test result; 

(iv) Use of a medication from a foreign 
country. See § 40.137(e) for guidance on 
how to make this determination. 

(2) In order to establish the clinical 
evidence referenced in paragraphs 
(b)(1)(i) and (ii) of this section, personal 
observation of the employee is essential. 

(i) Therefore, you, as the MRO, must 
conduct, or cause another physician to 
conduct, a face-to-face examination of 
the employee. 

(ii) No face-to-face examination is 
needed in establishing the clinical 
evidence referenced in paragraph 
(b)(1)(iii) or (iv) of this section. 

(3) To be the basis of a verified 
positive result for opiates, the clinical 
evidence you find must concern a drug 
that the laboratory found in the 
specimen. (For example, if the test 
confirmed the presence of codeine, and 
the employee admits to unauthorized 
use of hydrocodone, you do not have 
grounds for verifying the test positive. 
The admission must be for the 
substance that was found). 

(4) As the MRO, you have the burden 
of establishing that there is clinical 
evidence of unauthorized use of opiates 
referenced in paragraph (b) of this 
section. If you cannot make this 
determination (e.g., there is not 
sufficient clinical evidence or history), 
you must verify the test as negative. The 
employee does not need to show you 
that a legitimate medical explanation 
exists if no clinical evidence is 
established. 

■ 7. A new § 40.140 is added to read as 
follows: 

§ 40.140 On what basis does the MRO 
verify test results for 6-acetylmorphine (6– 
AM)? 

As the MRO, you must proceed as 
follows when you receive a laboratory 
confirmed 6–AM test result: 

(a) If the laboratory confirms the 
presence of 6–AM in the specimen and 
there is also any level of quantitation of 
morphine, you must verify the test 
result positive. 

(b) When a laboratory 6–AM 
confirmed positive result is reported 
and morphine for that specimen is not 
reported at or above the 2000 per ng/mL 
confirmed positive cutoff, you must 
confer with the laboratory to determine 
if there was confirmed morphine below 
2000 ng/mL. 

(1) If there was confirmed morphine 
below 2000 ng/mL, you must verify the 
test result positive. 

(2) If morphine was not confirmed 
below 2000 ng/mL, you and the 
laboratory must determine whether 
further testing is needed to quantify the 
amount of morphine present. 

(c) If a laboratory finds detectable 
morphine at its LOD upon further 
testing, you must verify the test result 
positive. 

(d) If a laboratory finds no detectable 
morphine at its LOD upon further 
testing, you and the laboratory must 
report that fact to the ODAPC 
immediately. Following your discussion 
with ODAPC, you will make a verified 
result determination. 
■ 8. In § 40.151, paragraph (g) is revised 
to read as follows: 

§ 40.151 What are MROs prohibited from 
doing as part of the verification process? 

* * * * * 
(g) You must not accept an assertion 

that there is a legitimate medical 
explanation for the presence of PCP, 6– 
AM, MDMA, MDA, or MDEA in a 
specimen. 
* * * * * 
■ 9. In § 40.159, paragraph (a)(6) is 
added to read as follows: 

§ 40.159 What does the MRO do when a 
drug test is invalid? 

(a) * * * 
(6) When the test result is invalid 

because pH is greater than or equal to 
9.0 but less than or equal to 9.5 and the 
employee has no other medical 
explanation for the pH, you should 
consider whether there is evidence of 
elapsed time and increased temperature 
that could account for the pH value. 

(i) You are authorized to consider the 
temperature conditions that were likely 
to have existed between the time of 
collection and transportation of the 
specimen to the laboratory, and the 

length of time between the specimen 
collection and arrival at the laboratory. 

(ii) You may talk with the collection 
site and laboratory to discuss time and 
temperature issues, including any 
pertinent information regarding 
specimen storage. 

(iii) If you determine that time and 
temperature account for the pH value, 
you must cancel the test and take no 
further action, as provided at paragraph 
(a)(4) of this section. 

(iv) If you determine that time and 
temperature fail to account for the pH 
value, you must cancel the test and 
direct another collection under direct 
observation, as provided at paragraph 
(a)(5) of this section. 
* * * * * 
■ 10. In § 40.163, paragraph (h) is added 
to read as follows: 

§ 40.163 How does the MRO report drug 
test results? 

* * * * * 
(h) You must maintain reports and 

records related to negatives and 
cancelled results for one year; you must 
maintain reports and records related to 
positives and refusals for five years, 
unless otherwise specified by applicable 
DOT agency regulations. 
■ 11. Appendix B to part 40 is revised 
to read as follows: 

Appendix B to Part 40—DOT Drug 
Testing Semi-Annual Laboratory 
Report to Employers 

The following items are required on each 
laboratory report: 
Reporting Period: (inclusive dates) 
Laboratory Identification: (name and address) 
Employer Identification: (name; may include 

Billing Code or ID code) 
C/TPA Identification: (where applicable; 

name and address) 
1. Specimen Results Reported (total number) 
By Test Reason 

(a) Pre-employment (number) 
(b) Post-Accident (number) 
(c) Random (number) 
(d) Reasonable Suspicion/Cause (number) 
(e) Return-to-Duty (number) 
(f) Follow-up (number) 
(g) Type of Test Not Noted on CCF 

(number) 
2. Specimens Reported 

(a) Negative (number) 
(b) Negative and Dilute (number) 

3. Specimens Reported as Rejected for 
Testing (total number) 

By Reason 
(a) Fatal flaw (number) 
(b) Uncorrected Flaw (number) 

4. Specimens Reported as Positive (total 
number) By Drug 

(a) Marijuana Metabolite (number) 
(b) Cocaine Metabolite (number) 
(c) Opiates (number) 
(1) Codeine (number) 
(2) Morphine (number) 
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(3) 6–AM (number) 
(d) Phencyclidine (number) 
(e) Amphetamines (number) 
(1) Amphetamine (number) 
(2) Methamphetamine (number) 
(3) MDMA (number) 
(4) MDA (number) 
(5) MDEA (number) 

5. Adulterated (number) 
6. Substituted (number) 
7. Invalid Result (number) 

■ 12. Appendix C to part 40 is revised 
to read as follows: 

Appendix C to Part 40—DOT Drug 
Testing Semi-Annual Laboratory 
Report to DOT 

Mail, fax, or e-mail to: U.S. Department of 
Transportation, Office of Drug and Alcohol 
Policy and Compliance, W62–300, 1200 New 

Jersey Avenue, SE., Washington, DC 20590. 
Fax: (202) 366–3897. E-mail: 
ODAPCWebMail@dot.gov. 

The following items are required on each 
report: 
Reporting Period: (inclusive dates) 
Laboratory Identification: (name and address) 
1. DOT Specimen Results Reported (total 

number) 
2. Negative Results Reported (total number) 

Negative (number) 
Negative-Dilute (number) 

3. Rejected for Testing Results Reported (total 
number) 

By Reason 
(a) Fatal flaw (number) 
(b) Uncorrected Flaw (number) 

4. Positive Results Reported (total number) 
By Drug 
(a) Marijuana Metabolite (number) 
(b) Cocaine Metabolite (number) 

(c) Opiates (number) 
(1) Codeine (number) 
(2) Morphine (number) 
(3) 6–AM (number) 
(d) Phencyclidine (number) 
(e) Amphetamines (number) 
(1) Amphetamine (number) 
(2) Methamphetamine (number) 
(3) MDMA (number) 
(4) MDA (number) 
(5) MDEA (number) 

5. Adulterated Results Reported (total 
number) 

By Reason (number) 
6. Substituted Results Reported (total 

number) 
7. Invalid Results Reported (total number) 

By Reason (number) 

[FR Doc. 2010–20095 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–9X–P 
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DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Parts 25 and 33 

[Docket No. FAA–2010–0636; Notice No. 10– 
10] 

RIN 2120–AJ34 

Extension of Comment Period; 
Airplane and Engine Certification 
Requirements in Supercooled Large 
Drop, Mixed Phase, and Ice Crystal 
Icing Conditions 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of proposed rulemaking 
(NPRM); extension of comment period. 

SUMMARY: This action extends the 
comment period for an NPRM that was 
published on June 29, 2010. In that 
document, the FAA proposed to amend 
the airworthiness standards applicable 
to certain transport category airplanes 
certified for flight in icing conditions 
and the icing airworthiness standards 
applicable to certain aircraft engines. 
The proposed regulations would 
improve safety by addressing 
supercooled large drop icing conditions 
for transport category airplanes most 
affected by these icing conditions, 
mixed phase and ice crystal conditions 
for all transport category airplanes, and 
supercooled large drop, mixed phase, 
and ice crystal icing conditions for all 
turbine engines. Bombardier Aerospace, 
an airframe manufacturer, and 
Turbomeca Groupe SAFRAN, an engine 
manufacturer, have requested an 
extension of the comment period from 
60 days to 120 days to allow time to 
adequately analyze the NPRM and 
prepare comments. 
DATES: The comment period for the 
NPRM published on June 29, 2010 (75 
FR 37311) was scheduled to close on 
August 30, 2010, and is extended until 
September 29, 2010. 
ADDRESSES: You may send comments 
identified by Docket Number FAA– 

2010–0636 using any of the following 
methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov and follow 
the instructions for sending your 
comments electronically. 

• Mail: Send comments to Docket 
Operations, M–30, U.S. Department of 
Transportation, 1200 New Jersey 
Avenue, SE., West Building Ground 
Floor, Room W12–140, Washington, DC 
20590. 

• Fax: Fax comments to Docket 
Operations at 202–493–2251. 

• Hand Delivery: Bring comments to 
Docket Operations in Room W12–140 of 
the West Building Ground Floor at 1200 
New Jersey Avenue, SE., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

For more information on the 
rulemaking process, see the 
SUPPLEMENTARY INFORMATION section of 
this document. 

Privacy: We will post all comments 
we receive, without change, to http:// 
www.regulations.gov, including any 
personal information you provide. 
Using the search function of our docket 
Web site, anyone can find and read the 
comments received into any of our 
dockets, including the name of the 
individual sending the comment (or 
signing the comment for an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477–78) or you may visit http:// 
DocketsInfo.dot.gov. 

Docket: To read background 
documents or comments received, go to 
http://www.regulations.gov at any time 
or to Docket Operations in Room W12– 
140 of the West Building Ground Floor 
at 1200 New Jersey Avenue, SE., 
Washington, DC, between 9 a.m. and 
5 p.m., Monday through Friday, except 
Federal holidays. 

FOR FURTHER INFORMATION CONTACT: 
Robert Hettman, FAA, Propulsion/ 
Mechanical Systems Branch, ANM–112, 
Transport Airplane Directorate, Aircraft 
Certification Service, 1601 Lind 
Avenue, SW., Renton, WA 98057–3356; 
telephone (425) 227–2683; facsimile 
(425) 227–1320; e-mail 
robert.hettman@faa.gov. 

SUPPLEMENTARY INFORMATION: 

Comments Invited 

The FAA invites interested persons to 
participate in this rulemaking by 
submitting written comments, data, or 
views. We also invite comments relating 
to the economic, environmental, energy, 
or federalism impacts that might result 
from adopting the proposals in this 
document. The most helpful comments 
reference a specific portion of the 
proposal, explain the reason for any 
recommended change, and include 
supporting data. To ensure the docket 
does not contain duplicate comments, 
please send only one copy of written 
comments, or if you are filing comments 
electronically, please submit your 
comments only one time. 

We will file in the docket all 
comments we receive, as well as a 
report summarizing each substantive 
public contact with FAA personnel 
concerning this proposed rulemaking. 
Before acting on this proposal, we will 
consider all comments we receive on or 
before the closing date for comments. 
We will consider comments filed after 
the comment period has closed if it is 
possible to do so without incurring 
expense or delay. We may change this 
proposal in light of the comments we 
receive. 

Availability of Rulemaking Documents 

You can get an electronic copy using 
the Internet by: 

(1) Searching the Federal 
eRulemaking Portal at http:// 
www.regulations.gov; 

(2) Visiting the Office of Rulemaking’s 
Web page at http://www.faa.gov/avr/ 
arm/index.cfm; or 

(3) Accessing the Government 
Printing Office’s Web page at http:// 
www.gpoaccess.gov/fr/index.html. 

You can also get a copy by sending a 
request to the Federal Aviation 
Administration, Office of Rulemaking, 
ARM–1, 800 Independence Avenue, 
SW., Washington, DC 20591, or by 
calling (202) 267–9680. Make sure to 
identify the docket number, notice 
number, or amendment number of this 
rulemaking. 

Proprietary or Confidential Business 
Information 

Do not file in the docket information 
that you consider to be proprietary or 
confidential business information. Send 
or deliver this information directly to 
the person identified in the FOR FURTHER 
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INFORMATION CONTACT section of this 
document. You must mark the 
information that you consider 
proprietary or confidential. If you send 
the information on a disk or CD–ROM, 
mark the outside of the disk or CD–ROM 
and also identify electronically within 
the disk or CD–ROM the specific 
information that is proprietary or 
confidential. 

Under 14 CFR 11.35(b), when we are 
aware of proprietary information filed 
with a comment, we do not place it in 
the docket. We hold it in a separate file 
to which the public does not have 
access, and place a note in the docket 
that we have received it. If we receive 
a request to examine or copy this 
information, we treat it as any other 
request under the Freedom of 
Information Act (5 U.S.C. 552). We 
process such a request under the DOT 
procedures found in 49 CFR part 7. 

Background 
On June 29, 2010, the FAA issued 

Notice No. 10–10, entitled ‘‘Airplane 
and Engine Certification Requirements 
in Supercooled Large Drop, Mixed 
Phase, and Ice Crystal Icing Conditions’’ 
(75 FR 37311, Docket No. FAA–2010– 
0636). Comments to that document were 
to be received on or before August 30, 
2010. 

By letter dated July 9, 2010, 
Bombardier Aerospace (Bombardier) 
advised that the comment period for 
NPRMs has typically been 90 days for 
proposed rule changes of far lesser 
significance and complexity. Given the 
potential impact of the rule, and the 
magnitude of the effort required to 
review it, Bombardier stated that the 
comment period should be 120 days 
instead of 60 days. By letter dated July 
26, 2010, Turbomeca Groupe SAFRAN 
(Turbomeca) also requested an 
extension to the comment period from 
60 days to 120 days, citing the same 
reasons as Bombardier. 

While the FAA concurs with 
Bombardier and Turbomeca’s 
assessments of the NPRM’s significance 
and complexity, we do not support 
extending the comment period for an 
additional 60 days. The NPRM went 
through the Aviation Rulemaking 
Advisory Committee (ARAC) process, 
which gave the aviation industry the 
opportunity to become familiar with the 
content of the NPRM. The ARAC 
working group that provided 
recommendations for the NPRM was 
comprised of members from the FAA, 
the European Aviation Safety Agency, 
and the aviation industry, including 
Bombardier. Because of the significant 
industry involvement in the rulemaking 
process for this NPRM, a 120-day 

comment period is not justified and 
would adversely impact the final 
rulemaking process. However, the FAA 
does support a 90-day comment period 
by adding an additional 30 days to the 
current comment period. A 90-day 
comment period is consistent with other 
recent rulemaking activities associated 
with aircraft icing. 

Absent unusual circumstances, the 
FAA does not anticipate any further 
extension of the comment period for 
this rulemaking. 

Extension of Comment Period 
In accordance with § 11.47(c) of Title 

14, Code of Federal Regulations, the 
FAA has reviewed Bombardier and 
Turbomeca’s petitions for extension of 
the comment period to Notice No. 10– 
10. Bombardier and Turbomeca have 
shown a substantive interest in the 
proposed rule and good cause for the 
extension. The FAA has determined that 
an extension of the comment period is 
consistent with the public interest, and 
that good cause exists for taking this 
action. 

Accordingly, the comment period for 
Notice No. 10–10 is extended until 
September 29, 2010. 

Issued in Washington, DC, on August 11, 
2010. 
Pamela Hamilton-Powell, 
Director, Office of Rulemaking. 
[FR Doc. 2010–20155 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2010–0651; Airspace 
Docket No. 10–ANM–7] 

Proposed Amendment of Class D and 
Class E Airspace; Klamath Falls, OR 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: This action proposes to 
amend Class D and Class E airspace at 
Klamath Falls, OR. Decommissioning of 
the Merrill Non-Directional Radio 
Beacon (NDB) at Klamath Falls Airport 
has made this action necessary for the 
safety and management of Instrument 
Flight Rules (IFR) operations at the 
airport. This action also would adjust 
the geographic coordinates of the airport 
and a navigation aid, and would change 
the name of the airport. 
DATES: Comments must be received on 
or before September 30, 2010. 

ADDRESSES: Send comments on this 
proposal to the U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue, SE., 
Washington, DC 20590; telephone (202) 
366–9826. You must identify FAA 
Docket No. FAA–2010–0651; Airspace 
Docket No. 10–ANM–7, at the beginning 
of your comments. You may also submit 
comments through the Internet at 
http://www.regulations.gov. 

FOR FURTHER INFORMATION CONTACT: 
Eldon Taylor, Federal Aviation 
Administration, Operations Support 
Group, Western Service Center, 1601 
Lind Avenue, SW., Renton, WA 98057; 
telephone (425) 203–4537. 

SUPPLEMENTARY INFORMATION: 

Comments Invited 

Interested parties are invited to 
participate in this proposed rulemaking 
by submitting such written data, views, 
or arguments, as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory, aeronautical, economic, 
environmental, and energy-related 
aspects of the proposal. 

Communications should identify both 
docket numbers (FAA Docket No. FAA– 
2010–0651 and Airspace Docket No. 10– 
ANM–7) and be submitted in triplicate 
to the Docket Management System (see 
ADDRESSES section for address and 
phone number). You may also submit 
comments through the Internet at http:// 
www.regulations.gov. 

Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this action must submit with those 
comments a self-addressed stamped 
postcard on which the following 
statement is made: ‘‘Comments to FAA 
Docket No. FAA–2010–0651 and 
Airspace Docket No. 10–ANM–7’’. The 
postcard will be date/time stamped and 
returned to the commenter. 

All communications received on or 
before the specified closing date for 
comments will be considered before 
taking action on the proposed rule. The 
proposal contained in this action may 
be changed in light of comments 
received. All comments submitted will 
be available for examination in the 
public docket both before and after the 
closing date for comments. A report 
summarizing each substantive public 
contact with FAA personnel concerned 
with this rulemaking will be filed in the 
docket. 
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Availability of NPRMs 

An electronic copy of this document 
may be downloaded through the 
Internet at http://www.regulations.gov. 
Recently published rulemaking 
documents can also be accessed through 
the FAA’s Web page at http:// 
www.faa.gov/airports_airtraffic/ 
air_traffic/publications/ 
airspace_amendments/. 

You may review the public docket 
containing the proposal, any comments 
received, and any final disposition in 
person in the Dockets Office (see the 
ADDRESSES section for the address and 
phone number) between 9 a.m. and 
5 p.m., Monday through Friday, except 
federal holidays. An informal docket 
may also be examined during normal 
business hours at the Northwest 
Mountain Regional Office of the Federal 
Aviation Administration, Air Traffic 
Organization, Western Service Center, 
Operations Support Group, 1601 Lind 
Avenue, SW., Renton, WA 98057. 

Persons interested in being placed on 
a mailing list for future NPRMs should 
contact the FAA’s Office of Rulemaking, 
(202) 267–9677, for a copy of Advisory 
Circular No. 11–2A, Notice of Proposed 
Rulemaking Distribution System, which 
describes the application procedure. 

The Proposal 

The FAA is proposing an amendment 
to Title 14 Code of Federal Regulations 
(14 CFR) Part 71 by amending the Class 
E airspace area extending upward from 
700 feet above the surface at Klamath 
Falls Airport, Klamath Falls, OR. 
Decommissioning of the Merrill NDB 
and cancellation of the NDB approach 
has made this action necessary for the 
safety and management of IFR 
operations at the airport. The geographic 
coordinates of the Klamath Falls 
Airport, and the Klamath Falls VHF 
Omni-Directional Radio Range Tactical 
Air Navigation Aid (VORTAC) for Class 
E airspace designated as an extension to 
Class D airspace, and Class E airspace 
extending upward from 700 feet above 
the surface, also would be adjusted in 
accordance with the FAA’s National 
Aeronautical Navigation Services 
(NANS). The airport name would be 
corrected from Klamath Falls 
International Airport to Klamath Falls 
Airport. 

Class D and Class E airspace 
designations are published in paragraph 
5000, 6002, 6004 and 6005, respectively, 
of FAA Order 7400.9T, signed August 
27, 2009, and effective September 15, 
2009, which is incorporated by 
reference in 14 CFR 71.1. The Class D 
and Class E airspace designation listed 

in this document will be published 
subsequently in this Order. 

The FAA has determined this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. 
Therefore, this proposed regulation: (1) 
Is not a ‘‘significant regulatory action’’ 
under Executive Order 12866; (2) is not 
a ‘‘significant rule’’ under DOT 
Regulatory Policies and Procedures 
(44 FR 11034; February 26, 1979); and 
(3) does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. Since this is a 
routine matter that will only affect air 
traffic procedures and air navigation, it 
is certified this proposed rule, when 
promulgated, would not have a 
significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

The FAA’s authority to issue rules 
regarding aviation safety is found in 
Title 49 of the U.S. Code. Subtitle 1, 
section 106, describes the authority for 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the agency’s 
authority. This rulemaking is 
promulgated under the authority 
described in subtitle VII, part A, subpart 
I, section 40103. Under that section, the 
FAA is charged with prescribing 
regulations to assign the use of the 
airspace necessary to ensure the safety 
of aircraft and the efficient use of 
airspace. This regulation is within the 
scope of that authority as it would 
amend controlled airspace at Klamath 
Falls Airport, Klamath Falls, OR. 

List of Subjects in 14 CFR Part 71 
Airspace, Incorporation by reference, 

Navigation (air). 

The Proposed Amendment 
Accordingly, pursuant to the 

authority delegated to me, the Federal 
Aviation Administration proposes to 
amend 14 CFR part 71 as follows: 

PART 71—DESIGNATION OF CLASS A, 
B, C, D AND E AIRSPACE AREAS; AIR 
TRAFFIC SERVICE ROUTES; AND 
REPORTING POINTS 

1. The authority citation for 14 CFR 
part 71 continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

§ 71.1 [Amended] 
2. The incorporation by reference in 

14 CFR 71.1 of the FAA Order 7400.9T, 
Airspace Designations and Reporting 

Points, signed August 27, 2009, and 
effective September 15, 2009 is 
amended as follows: 

Paragraph 5000 Class D Airspace. 

* * * * * 

ANM OR D Klamath Falls, OR [Amended] 
Klamath Falls Airport, OR 

(Lat. 42°09′22″ N., long. 121°44′00″ W.) 
That airspace extending upward from the 

surface to and including 6,600 feet MSL 
within a 5.4-mile radius of Klamath Falls 
Airport. This Class D airspace area is 
effective during the specific dates and times 
established in advance by a Notice to 
Airmen. The effective date and time will 
thereafter be continuously published in the 
Airport/Facility Directory. 

Paragraph 6002 Class E Airspace 
Designated as Surface Areas. 

* * * * * 

ANM OR E2 Klamath Falls, OR [Amended] 
Klamath Falls Airport, OR 

(Lat. 42°09′22″ N., long. 121°44′00″ W.) 
Within a 5.4-mile radius of Klamath Falls 

Airport. This Class E airspace area is effective 
during the specific dates and times 
established in advance by a Notice to 
Airmen. The effective date and time will 
thereafter be continuously published in the 
Airport/Facility Directory. 

Paragraph 6004 Class E Airspace 
Designated as an Extension to a Class D 
Surface Area. 

* * * * * 

ANM OR E4 Klamath Falls, OR [Amended] 
Klamath Falls Airport, OR 

(Lat. 42°09′22″ N., long. 121°44′00″ W.) 
Klamath Falls VORTAC 

(Lat. 42°09′11″ N., long. 121°43′39″ W.) 
That airspace extending upward from the 

surface within 3.5 miles east and 1.8 miles 
west of the Klamath Falls VORTAC 171° 
radial extending from the 5.4-mile radius of 
Klamath Falls Airport to 7.4 miles south of 
the VORTAC, and within 1.8 miles each side 
of the Klamath Falls VORTAC 332° radial 
extending from the 5.4-mile radius of the 
airport to 9.6 miles northwest of the 
VORTAC. 

Paragraph 6005 Class E Airspace Areas 
Extending Upward From 700 Feet or More 
Above the Surface of the Earth. 

* * * * * 

ANM OR E5 Klamath Falls, OR [Modified] 
Klamath Falls Airport, OR 

(Lat. 42°09′22″ N., long. 121°44′00″ W.) 
That airspace extending upward from 700 

feet above the surface within a 13.1-mile 
radius of Klamath Falls Airport, and within 
4.3 miles east and 8.3 miles west of the 158° 
bearing from the airport extending from the 
13.1-mile radius to 27.2 miles south of the 
airport; that airspace extending upward from 
1,200 feet above the surface between the 
13.1-mile radius and the 21.8-mile radius of 
the Klamath Falls Airport; that airspace 
extending upward from 7,500 feet MSL 
within the area bounded by the 21.8-mile 

VerDate Mar<15>2010 14:10 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00003 Fmt 4702 Sfmt 4702 E:\FR\FM\16AUP1.SGM 16AUP1W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 P
R

O
P

O
S

A
LS

http://www.faa.gov/airports_airtraffic/air_traffic/publications/airspace_amendments/
http://www.faa.gov/airports_airtraffic/air_traffic/publications/airspace_amendments/
http://www.faa.gov/airports_airtraffic/air_traffic/publications/airspace_amendments/
http://www.faa.gov/airports_airtraffic/air_traffic/publications/airspace_amendments/
http://www.regulations.gov


49868 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Proposed Rules 

radius and the 34.8-mile radius of the 
Klamath Falls Airport extending clockwise 
from the airport 095° bearing to a line 4.3 
miles east of and parallel to the airport 165° 
bearing and within the area bounded by the 
21.8-mile radius and the 34.8-mile radius of 
the Klamath Falls Airport extending 
clockwise from the airport 245° bearing to the 
airport 295° bearing; that airspace extending 
upward from 7,700 feet MSL within the area 
bounded by the 21.8-mile radius and the 
27.9-mile radius of the Klamath Falls Airport 
extending clockwise from the airport 332° 
bearing to a line 7.9 miles northeast of and 
parallel to the airport 332° bearing; that 
airspace extending upward from 8,600 feet 
MSL within the area bounded by the 21.8- 
mile radius and the 41.8-mile radius of the 
Klamath Falls Airport extending clockwise 
from a line 4.3 miles east of and parallel to 
the airport 165° bearing to a line 10.1 miles 
west of and parallel to the airport 181° 
bearing; that airspace extending upward from 
9,000 feet MSL within the area bounded by 
the 21.8-mile radius and the 34.8-mile radius 
of the Klamath Falls Airport extending 
clockwise from the airport 320° bearing to the 
airport 095° bearing; that airspace extending 
upward from 9,500 feet MSL within the area 
bounded by the 21.8-mile radius and the 
34.8-mile radius of the Klamath Falls Airport 
extending clockwise from a line 10.1 miles 
west of and parallel to the airport 181° 
bearing to the airport 245° bearing, and 
within the area bounded by the 21.8-mile 
radius and the 24.4-mile radius of the 
Klamath Falls Airport extending clockwise 
from the airport 295° bearing to the airport 
320° bearing; and that airspace extending 
from 11,000 feet MSL within the area 
bounded by the 24.4-mile radius and the 
34.8-mile radius of the Klamath Falls Airport 
extending clockwise from the airport 295° 
bearing to the airport 320° bearing. 

Issued in Seattle, Washington, on August 
10, 2010. 
Lori Andriesen, 
Acting Manager, Operations Support Group, 
Western Service Center. 
[FR Doc. 2010–20214 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2010–0650; Airspace 
Docket No. 10–AWP–9] 

Proposed Establishment of Class E 
Airspace; Kalaupapa, HI 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: This action proposes to 
establish Class E airspace at Kalaupapa, 
HI, to accommodate aircraft using a new 
Area Navigation (RNAV) Global 

Positioning System (GPS) Standard 
Instrument Approach Procedure (SIAP) 
at Kalaupapa Airport. The FAA is 
proposing this action to enhance the 
safety and management of aircraft 
operations at the airport. 
DATES: Comments must be received on 
or before September 30, 2010. 
ADDRESSES: Send comments on this 
proposal to the U.S. Department of 
Transportation, Docket Operations, 
M–30, West Building Ground Floor, 
Room W12–140, 1200 New Jersey 
Avenue, SE., Washington, DC 20590; 
telephone (202) 366–9826. You must 
identify FAA Docket No. FAA–2010– 
0650; Airspace Docket No. 10–AWP–9, 
at the beginning of your comments. You 
may also submit comments through the 
Internet at http://www.regulations.gov. 
FOR FURTHER INFORMATION CONTACT: 
Eldon Taylor, Federal Aviation 
Administration, Operations Support 
Group, Western Service Center, 1601 
Lind Avenue, SW., Renton, WA 98057; 
telephone (425) 203–4537. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 
Interested parties are invited to 

participate in this proposed rulemaking 
by submitting such written data, views, 
or arguments, as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory, aeronautical, economic, 
environmental, and energy-related 
aspects of the proposal. 

Communications should identify both 
docket numbers (FAA Docket No. FAA 
2010–0650 and Airspace Docket No. 10– 
AWP–9) and be submitted in triplicate 
to the Docket Management System (see 
ADDRESSES section for address and 
phone number). You may also submit 
comments through the Internet at 
http://www.regulations.gov. 

Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this action must submit with those 
comments a self-addressed stamped 
postcard on which the following 
statement is made: ‘‘Comments to FAA 
Docket No. FAA–2010–0650 and 
Airspace Docket No. 10–AWP–9’’. The 
postcard will be date/time stamped and 
returned to the commenter. 

All communications received on or 
before the specified closing date for 
comments will be considered before 
taking action on the proposed rule. The 
proposal contained in this action may 
be changed in light of comments 
received. All comments submitted will 

be available for examination in the 
public docket both before and after the 
closing date for comments. A report 
summarizing each substantive public 
contact with FAA personnel concerned 
with this rulemaking will be filed in the 
docket. 

Availability of NPRMs 
An electronic copy of this document 

may be downloaded through the 
Internet at http://www.regulations.gov. 
Recently published rulemaking 
documents can also be accessed through 
the FAA’s web page at http:// 
www.faa.gov/airports_airtraffic/ 
air_traffic/publications/ 
airspace_amendments/. 

You may review the public docket 
containing the proposal, any comments 
received, and any final disposition in 
person in the Dockets Office (see the 
ADDRESSES section for the address and 
phone number) between 9 a.m. and 5 
p.m., Monday through Friday, except 
federal holidays. An informal docket 
may also be examined during normal 
business hours at the Northwest 
Mountain Regional Office of the Federal 
Aviation Administration, Air Traffic 
Organization, Western Service Center, 
Operations Support Group, 1601 Lind 
Avenue, SW., Renton, WA 98057. 

Persons interested in being placed on 
a mailing list for future NPRMs should 
contact the FAA’s Office of Rulemaking, 
(202) 267–9677, for a copy of Advisory 
Circular No. 11–2A, Notice of Proposed 
Rulemaking Distribution System, which 
describes the application procedure. 

The Proposal 
The FAA is proposing an amendment 

to Title 14 Code of Federal Regulations 
(14 CFR) part 71 by establishing Class E 
airspace extending upward from 700 
feet above the surface at Kalaupapa 
Airport, Kalaupapa, HI. Controlled 
airspace is necessary to accommodate 
aircraft using the new RNAV (GPS) 
SIAP at Kalaupapa Airport and would 
enhance the safety and management of 
aircraft operations. 

Class E airspace designations are 
published in paragraph 6005, of FAA 
Order 7400.9T, signed August 27, 2009, 
and effective September 15, 2009, which 
is incorporated by reference in 14 CFR 
71.1. The Class E airspace designation 
listed in this document will be 
published subsequently in this Order. 

The FAA has determined this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. 
Therefore, this proposed regulation: (1) 
Is not a ‘‘significant regulatory action’’ 
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under Executive Order 12866; (2) is not 
a ‘‘significant rule’’ under DOT 
Regulatory Policies and Procedures 
(44 FR 11034; February 26, 1979); and 
(3) does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. Since this is a 
routine matter that will only affect air 
traffic procedures and air navigation, it 
is certified this proposed rule, when 
promulgated, would not have a 
significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

The FAA’s authority to issue rules 
regarding aviation safety is found in 
Title 49 of the U.S. Code. Subtitle 1, 
section 106, describes the authority for 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the agency’s 
authority. This rulemaking is 
promulgated under the authority 
described in subtitle VII, part A, subpart 
I, section 40103. Under that section, the 
FAA is charged with prescribing 
regulations to assign the use of the 
airspace necessary to ensure the safety 
of aircraft and the efficient use of 
airspace. This regulation is within the 
scope of that authority as it establishes 
controlled airspace at Kalaupapa 
Airport. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (air). 

The Proposed Amendment 

Accordingly, pursuant to the 
authority delegated to me, the Federal 
Aviation Administration proposes to 
amend 14 CFR part 71 as follows: 

PART 71—DESIGNATION OF CLASS A, 
B, C, D AND E AIRSPACE AREAS; AIR 
TRAFFIC SERVICE ROUTES; AND 
REPORTING POINTS 

1. The authority citation for 14 CFR 
part 71 continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

§ 71.1 [Amended] 

2. The incorporation by reference in 
14 CFR 71.1 of the FAA Order 7400.9T, 
Airspace Designations and Reporting 
Points, signed August 27, 2009, and 
effective September 15, 2009 is 
amended as follows: 

Paragraph 6005 Class E airspace areas 
extending upward from 700 feet or more 
above the surface of the earth. 

* * * * * 

AWP HI E5 Kalaupapa, HI [New] 

Kalaupapa Airport, HI 
(Lat. 21°12′40″ N., long. 156°58′25″ W.) 
That airspace extending from 700 feet 

above the surface within a 6.3-mile radius of 
the Kalaupapa Airport. 

Issued in Seattle, Washington, on August 
10, 2010. 
Lori Andriesen, 
Acting Manager, Operations Support Group, 
Western Service Center. 
[FR Doc. 2010–20213 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Parts 173, 174, 181, and 187 

[Docket No. USCG–2003–14963] 

RIN 1625–AB45 

Changes to Standard Numbering 
System, Vessel Identification System, 
and Boating Accident Report Database 

AGENCY: Coast Guard, DHS. 
ACTION: Reopening of public comment 
period. 

SUMMARY: The Coast Guard is reopening 
the public comment period on the 
proposed rule published May 7, 2010, 
which concerns proposed changes in 
the Standard Numbering System, Vessel 
Identification System, and Boating 
Accident Report Database. 
DATES: Comments and related material 
must either be submitted to our online 
docket via http://www.regulations.gov 
on or before October 15, 2010, or reach 
the Docket Management Facility by that 
date. 
ADDRESSES: You may submit comments 
identified by docket number USCG– 
2003–14963 using any one of the 
following methods: 

(1) Federal eRulemaking Portal: 
http://www.regulations.gov. 

(2) Fax: 202–493–2251. 
(3) Mail: Docket Management Facility 

(M–30), U.S. Department of 
Transportation, West Building Ground 
Floor, Room W12–140, 1200 New Jersey 
Avenue, SE., Washington, DC 20590– 
0001. 

(4) Hand delivery: Same as mail 
address above, between 9 a.m. and 
5 p.m., Monday through Friday, except 
Federal holidays. The telephone number 
is 202–366–9329. 

To avoid duplication, please use only 
one of these four methods. See the 
‘‘Public Participation and Request for 
Comments’’ portion of the 

SUPPLEMENTARY INFORMATION section 
below for instructions on submitting 
comments. 

FOR FURTHER INFORMATION CONTACT: If 
you have questions on this document, 
call or e-mail Mr. Jeff Ludwig at 2100 
2nd St., SW., Stop 7581, Washington, 
DC 20593–7581; telephone 202–372– 
1061, Jeffrey.A.Ludwig@uscg.mil. If you 
have questions on viewing or submitting 
material to the docket, call Renee V. 
Wright, Program Manager, Docket 
Operations, telephone 202–366–9826. 
SUPPLEMENTARY INFORMATION: 

Public Participation and Request for 
Comments 

We encourage you to submit 
comments and related material on this 
rulemaking. All comments received will 
be posted, without change, to http:// 
www.regulations.gov and will include 
any personal information you have 
provided. 

Submitting comments: If you submit a 
comment, please include the docket 
number for this document (USCG– 
2003–14963) and provide a reason for 
each suggestion or recommendation. 
You may submit your comments and 
material online, or by fax, mail or hand 
delivery, but please use only one of 
these means. We recommend that you 
include your name and a mailing 
address, an e-mail address, or a 
telephone number in the body of your 
document so that we can contact you if 
we have questions regarding your 
submission. 

To submit your comment online, go to 
http://www.regulations.gov, click on the 
‘‘submit a comment’’ box, which will 
then become highlighted in blue. In the 
‘‘Document Type’’ drop down menu 
select ‘‘Notices’’ and insert ‘‘USCG– 
2003–14963’’ in the ‘‘Keyword’’ box. 
Click ‘‘Search’’ then click on the balloon 
shape in the ‘‘Actions’’ column. If you 
submit your comments by mail or hand 
delivery, submit them in an unbound 
format, no larger than 81⁄2 by 11 inches, 
suitable for copying and electronic 
filing. If you submit them by mail and 
would like to know that they have 
reached the Facility, please enclose a 
stamped, self-addressed postcard or 
envelope. We will consider all 
comments and material received during 
the comment period. 

Viewing comments and documents: 
To view comments and documents 
related to this rulemaking, go to 
http://www.regulations.gov, click on the 
‘‘read comments’’ box, which will then 
become highlighted in blue. In the 
‘‘Keyword’’ box insert ‘‘USCG–2003– 
14963’’ and click ‘‘Search.’’ Click the 
‘‘Open Docket Folder’’ in the ‘‘Actions’’ 
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column. If you do not have access to the 
internet, you may view the docket 
online by visiting the Docket 
Management Facility in Room W12–140 
on the ground floor of the Department 
of Transportation West Building, 1200 
New Jersey Avenue, SE., Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. We have an agreement with 
the Department of Transportation to use 
the Docket Management Facility. 

Privacy Act: Anyone can search the 
electronic form of comments received 
into any of our dockets by the name of 
the individual submitting the comment 
(or signing the comment, if submitted 
on behalf of an association, business, 
labor union, etc.). You may review a 
Privacy Act, system of records notice 
regarding our public dockets in the 
January 17, 2008, issue of the Federal 
Register (73 FR 3316). 

Reopening of Comment Period 

On May 7, 2010, we published a 
notice of proposed rulemaking (NPRM) 
in the Federal Register (75 FR 25137) 
proposing changes in the Standard 
Numbering System, Vessel 
Identification System, and Boating 
Accident Report Database that, 
collectively, are intended to improve 
recreational boating safety efforts, 
enhance law enforcement capabilities, 
advance maritime security, and clarify 
requirements for all stakeholders. The 
NPRM announced a 90 day public 
comment period that closed on August 
5, 2010. 

We have received comments from the 
National Association of State Boating 
Law Administrators (NASBLA) and the 
National Marine Manufacturer’s 
Association (NMMA), each requesting a 
90 day extension of the comment 
period. The NASBLA comment letter 
noted that the NPRM would be a topic 
of discussion during their annual 
conference, which will be held from 
September 10–14, 2010. Since the 
comment period has already closed, the 
Coast Guard will reopen it for an 
additional period of 60 days. The Coast 
Guard has determined that reopening 
the comment period for a period of 60 
days is consistent with the public 
interest. This will allow the comment 
period to coincide with the NASBLA 
annual conference and allow members 
to discuss the NPRM and submit 
comments after the conference. Adding 
60 days to the original 90 day comment 
period strikes a balance between 
allowing adequate time to comment on 
the NPRM and allowing the agency to 
move forward with the rulemaking 
project. Accordingly, the comment 

period is reopened until October 15, 
2010. 

This document is issued under 
authority of 5 U.S.C. 553. 

Dated: August 9, 2010. 
Kevin S. Cook, 
Rear Admiral, U.S. Coast Guard, Director of 
Prevention Policy. 
[FR Doc. 2010–20122 Filed 8–13–10; 8:45 am] 

BILLING CODE 9110–04–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Chapter I 

[PS Docket No. 10–92; DA 10–1357] 

Effects on Broadband 
Communications Networks of Damage 
to or Failure of Network Equipment or 
Severe Overload 

AGENCY: Federal Communications 
Commission 
ACTION: Proposed rule; extension of 
reply comment date. 

SUMMARY: This document revises the 
due date for parties to file reply 
comments responsive to the Notice of 
Inquiry in this proceeding. This action 
is taken in response to a request for 
additional time submitted by the Board 
of Governors of the Federal Reserve 
System. We find that providing the 
requested limited extension would be 
beneficial to the development of a more 
robust and complete record and that 
granting the extension of time as 
requested by the Federal Reserve will 
serve the public interest. 
DATES: Reply comments are due on or 
before September 3, 2010. 
ADDRESSES: You may submit comments, 
identified by PS Docket No. 10–92 and/ 
or DA 10–1357, may be filed using: (1) 
The Commission’s Electronic Comment 
Filing System (ECFS), (2) the Federal 
Government’s eRulemaking Portal, or (3) 
by filing paper copies. 

• Comments and reply comments 
may be filed electronically using the 
Internet by accessing the ECFS: http:// 
fjallfoss.fcc.gov/ecfs2/ or the Federal 
eRulemaking Portal: http:// 
www.regulations.gov. 

• Mail: Parties who choose to file by 
paper can submit filings by hand or 
messenger delivery, by commercial 
overnight courier, or by first-class or 
overnight U.S. Postal Service mail. All 
filings must be addressed to the 
Commission’s Secretary, Office of the 
Secretary, Federal Communications 
Commission. All hand-delivered or 
messenger-delivered paper filings for 
the Commission’s Secretary must be 

delivered to FCC Headquarters at 445 
12th Street, SW., Room TW–A325, 
Washington, DC 20554. All hand 
deliveries must be held together with 
rubber bands or fasteners. Any 
envelopes must be disposed of before 
entering the building. 

• Commercial overnight mail (other 
than U.S. Postal Service Express Mail 
and Priority Mail) must be sent to 9300 
East Hampton Drive, Capitol Heights, 
MD 20743. U.S. Postal Service first- 
class, Express, and Priority mail must be 
addressed to 445 12th Street, SW., 
Washington, DC 20554. Parties who 
choose to file by paper must file an 
original and four copies of each filing. 
Include docket number PS Docket No. 
10–92 and/or DA 10–1357 in the subject 
line of the message. 

• Parties wishing to file materials 
with a claim of confidentiality should 
follow the procedures set forth in 
§ 0.459 of the Commission’s rules. 
Confidential submissions may not be 
filed via ECFS but rather should be filed 
with the Secretary’s Office following the 
procedures set forth in 47 CFR 0.459. 
Redacted versions of confidential 
submissions may be filed via ECFS. 

• People with disabilities: Contact the 
FCC to request reasonable 
accommodations (accessible format 
documents, sign language interpreters, 
CART, etc.) by e-mail: FCC504@fcc.gov 
or phone: 202–418–0530 or TTY: 202– 
418–0432. 

For detailed instructions for 
submitting comments and additional 
information on the notice process, see 
the SUPPLEMENTARY INFORMATION section 
of this document. 

FOR FURTHER INFORMATION CONTACT: 
Jeffery Goldthorp, Chief, 
Communications Systems Analysis 
Division, Public Safety and Homeland 
Security Bureau, at 202–418–1096. 

SUPPLEMENTARY INFORMATION: This is an 
extension of reply comment date of the 
Commission’s Notice of Inquiry, 75 FR 
26180, May 11, 2010, in PS Docket No. 
10–92, DA 10–1357, adopted and 
released on July 22, 2010. The complete 
text of this document is available on the 
Commission’s Web site at http:// 
www.fcc.gov/headlines.html. To request 
materials in accessible formats for 
people with disabilities (Braille, large 
print, electronic files, audio format), 
send an e-mail to fcc504@fcc.gov or call 
the Consumer & Governmental Affairs 
Bureau at 202–418–0530 (voice), 202– 
418–0432 (tty). 
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Federal Communications Commission. 
Jeffery Goldthrop, 
Chief, Communications Systems Analysis 
Division, Public Safety and Homeland 
Security Bureau. 
[FR Doc. 2010–19826 Filed 8–13–10; 8:45 am] 

BILLING CODE 6712–01–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Parts 1, 2 and 25 

[ET Docket No. 10–142; FCC 10–126] 

Fixed and Mobile Services in the 
Mobile Satellite Service 

AGENCY: Federal Communications 
Commission. 
ACTION: Proposed rule. 

SUMMARY: This document proposes to 
take a number of actions to further the 
provision of terrestrial broadband 
services in the MSS bands. In the 2 GHz 
MSS band, the Commission proposes to 
add co-primary Fixed and Mobile 
allocations to the existing Mobile- 
Satellite allocation. This will lay the 
groundwork for providing additional 
flexibility in use of the 2 GHz spectrum 
in the future. The Commission also 
proposes to apply the terrestrial 
secondary market spectrum leasing 
rules and procedures to transactions 
involving terrestrial use of the MSS 
spectrum in the 2 GHz, Big LEO, and L- 
bands in order to create greater certainty 
and regulatory parity with bands 
licensed for terrestrial broadband 
service. The Commission also asks, in a 
Notice of Inquiry, about approaches for 
creating opportunities for full use of the 
2 GHz band for stand-alone terrestrial 
uses. The Commission requests 
comment on ways to promote 
innovation and investment throughout 
the MSS bands while also ensuring 
market-wide mobile satellite capability 
to serve important needs like disaster 
recovery and rural access. 
DATES: Comments must be filed on or 
before September 15, 2010, and reply 
comments must be filed on or before 
September 30, 2010. 
ADDRESSES: You may submit comments, 
identified by ET Docket No. 10–142, by 
any of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• Federal Communications 
Commission’s Web site: http:// 
www.fcc.gov/cgb/ecfs/. Follow the 
instructions for submitting comments. 

• E-mail: [Optional: Include the E- 
mail address only if you plan to accept 
comments from the general public]. 

Include the docket number(s) in the 
subject line of the message. 

• Mail: [Optional: Include the mailing 
address for paper, disk or CD–ROM 
submissions needed/requested by your 
Bureau or Office. Do not include the 
Office of the Secretary’s mailing address 
here.] 

• People with Disabilities: Contact the 
FCC to request reasonable 
accommodations (accessible format 
documents, sign language interpreters, 
CART, etc.) by e-mail: FCC504@fcc.gov 
or phone: 202–418–0530 or TTY: 202– 
418–0432. 

For detailed instructions for 
submitting comments and additional 
information on the rulemaking process, 
see the SUPPLEMENTARY INFORMATION of 
this document. 
FOR FURTHER INFORMATION CONTACT: 
Nicholas Oros, Office of Engineering 
and Technology, (202) 418–0636, e- 
mail: Nicholas.Oros@fcc.gov, TTY (202) 
418–2989. 
SUPPLEMENTARY INFORMATION: This is a 
summary of the Commission’s Notice of 
Proposed Rule Making and Notice of 
Inquiry, ET Docket No. 10–142, FCC 10– 
126, adopted July 15, 2010 and released 
July 15, 2010. The full text of this 
document is available for inspection 
and copying during normal business 
hours in the FCC Reference Center 
(Room CY–A257), 445 12th Street, SW., 
Washington, DC 20554. The complete 
text of this document also may be 
purchased from the Commission’s copy 
contractor, Best Copy and Printing, Inc., 
445 12th Street, SW., Room, CY–B402, 
Washington, DC 20554. The full text 
may also be downloaded at: http:// 
www.fcc.gov. 

Pursuant to §§ 1.415 and 1.419 of the 
Commission’s rules, 47 CFR 1.415, 
1.419, interested parties may file 
comments and reply comments on or 
before the dates indicated on the first 
page of this document. Comments may 
be filed using: (1) The Commission’s 
Electronic Comment Filing System 
(ECFS), (2) the Federal Government’s 
eRulemaking Portal, or (3) by filing 
paper copies. See Electronic Filing of 
Documents in Rulemaking Proceedings, 
63 FR 24121, May 1, 1998. 

• Electronic Filers: Comments may be 
filed electronically using the Internet by 
accessing the ECFS: http:// 
fjallfoss.fcc.gov/ecfs2/ or the Federal 
eRulemaking Portal: http:// 
www.regulations.gov. 

• Paper Filers: Parties who choose to 
file by paper must file an original and 
four copies of each filing. If more than 
one docket or rulemaking number 
appears in the caption of this 
proceeding, filers must submit two 

additional copies for each additional 
docket or rulemaking number. 

Filings can be sent by hand or 
messenger delivery, by commercial 
overnight courier, or by first-class or 
overnight U.S. Postal Service mail. All 
filings must be addressed to the 
Commission’s Secretary, Office of the 
Secretary, Federal Communications 
Commission. 

• All hand-delivered or messenger- 
delivered paper filings for the 
Commission’s Secretary must be 
delivered to FCC Headquarters at 445 
12th St., SW., Room TW–A325, 
Washington, DC 20554. The filing hours 
are 8 a.m. to 7 p.m. All hand deliveries 
must be held together with rubber bands 
or fasteners. Any envelopes must be 
disposed of before entering the building. 

• Commercial overnight mail (other 
than U.S. Postal Service Express Mail 
and Priority Mail) must be sent to 9300 
East Hampton Drive, Capitol Heights, 
MD 20743. 

• U.S. Postal Service first-class, 
Express, and Priority mail must be 
addressed to 445 12th Street, SW., 
Washington, DC 20554. 

People with Disabilities: To request 
materials in accessible formats for 
people with disabilities (braille, large 
print, electronic files, audio format), 
send an e-mail to fcc504@fcc.gov or call 
the Consumer & Governmental Affairs 
Bureau at 202–418–0530 (voice), 202– 
418–0432 (tty). 

Summary of Notice of Proposed 
Rulemaking 

1. The Commission takes steps to 
make additional spectrum available for 
mobile broadband services, while 
ensuring that America has robust mobile 
satellite service capability to meet 
public safety, rural connectivity, federal 
government, and other important needs. 
In this Notice of Proposed Rulemaking 
the Commission proposes to take a 
number of actions to further our goal of 
enabling the provision of terrestrial 
broadband services in the MSS bands. 
In the 2 GHz MSS band, it proposes to 
add co-primary Fixed and Mobile 
allocations to the existing Mobile- 
Satellite allocation. While this action in 
itself does not change the status of the 
existing MSS licensees and the 
Commission’s service rules for MSS and 
ATC networks, it lays the groundwork 
for providing additional flexibility in 
use of the 2 GHz spectrum in the future. 
In keeping with this proposed flexible 
allocation for the 2 GHz MSS band, if 
an MSS license is cancelled for any 
reason the Commission proposes not to 
assign any additional spectrum for MSS 
in this band to either the existing MSS 
licensees or to a new MSS entrant. To 
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further the goal of increasing the 
provision of terrestrial broadband 
services in the MSS bands, the 
Commission also proposes to apply the 
Commission’s terrestrial secondary 
market spectrum leasing rules and 
procedures to transactions involving 
terrestrial use of MSS spectrum in the 
2 GHz (2000–2020 MHz and 2180–2200 
MHz), Big LEO (1610–1626.5 MHz and 
2483.5–2500 MHz), and L-bands (1525– 
1559 MHz and 1626.5–1660.5 MHz). 

2 GHZ MSS Band Allocation 
2. The Commission tentatively 

concludes to add primary Fixed and 
Mobile allocations to the 2000–2020 
MHz and 2180–2200 MHz bands. This 
allocation will be co-primary with the 
existing Mobile-Satellite allocation for 
these bands. Currently, the 1980–2010 
MHz band is allocated to Fixed, Mobile, 
and Mobile-Satellite (Earth-to-space) on 
a primary basis while the 2170–2200 
MHz band is allocated to the Fixed, 
Mobile, and Mobile-Satellite (space-to- 
Earth) on a primary basis in the 
international table for all regions. The 
2010–2025 MHz band is allocated to 
Fixed, Mobile, and Mobile-Satellite 
(Earth-to-space) on a primary basis in 
Region 2 (North and South America) 
and to Fixed and Mobile on a primary 
basis in other regions. 

3. A footnote to the Table of 
Frequency Allocations (Allocation 
Table) permits MSS operators to operate 
ATC in conjunction with their MSS 
networks despite the fact that these 
bands are not presently allocated for 
Fixed and Mobile uses. Because the 
Commission is proposing that a Fixed 
and Mobile allocation be added to these 
bands, this footnote would no longer be 
necessary for the 2 GHz band. The 
Commission proposes to modify this 
footnote to remove the 2000–2020 MHz 
and 2180–2200 MHz bands. The current 
footnote is still necessary for the Big 
LEO and L-band MSS because these 
bands have no Fixed and Mobile 
allocations in the International Table of 
Frequency Allocations. 

4. Two footnotes in the Allocation 
Table, NG156 and NG168, permit 
certain BAS and FS licensees to 
continue to operate on a primary basis 
in the 2 GHz MSS band until December 
9, 2013 (the sunset date for the band). 
After the sunset date, any remaining 
licensees will operate on a secondary 
basis. In proposing to add primary Fixed 
and Mobile allocations to these bands, 
the Commission is not proposing to 
change this relationship. The incumbent 
BAS and FS licensees will continue to 
operate with primary status until they 
are relocated or until the sunset date. 
However, the Commission tentatively 

has concluded to amend these two 
footnotes to clarify that ATC operations 
by MSS will continue to be permitted 
on a primary basis after the sunset date 
but that existing Fixed and Mobile 
operations (i.e., the incumbent BAS and 
FS licensees) will become secondary on 
the sunset date. 

5. The proposal to add Fixed and 
Mobile allocations is the first step to 
providing additional flexibility to the 2 
GHz MSS bands. The existing service 
rules continue to permit MSS and ATC 
operation and are not altered by the re- 
introduction of a Fixed and Mobile 
allocation to the band. The existing MSS 
licensees, both of which have launched 
satellites, will continue to be able to 
operate under the terms of their licenses 
and must continue to comply with all of 
the Commission’s existing ATC rules. 

6. The Commission also believes that 
in the event that one or both of the 2 
GHz MSS licenses were to be returned 
or cancelled for any reason, the returned 
spectrum could be used for terrestrial 
mobile broadband deployment. It last 
addressed the issue of ‘‘returned 
spectrum’’ in 2005, and concluded at 
that time that assigning each systems’ 10 
megahertz of spectrum in each direction 
of transmission (20 megahertz per 
system) would serve the public interest. 
In reaching that conclusion, the 
Commission considered alternative 
proposals that some, or all, of the 
returned spectrum be reallocated to 
other services, or made available for use 
by other MSS systems. 

7. The Commission proposes that, in 
the event a 2 GHz MSS license is 
returned or cancelled, the spectrum 
covered by the license should not be 
assigned to the remaining licensee, or 
made available for a new MSS licensee. 
Assigning the returned spectrum under 
the existing satellite licensing rules 
would potentially limit options for 
flexible use and promotion of fixed/ 
mobile deployment. Moreover, 
deployment of fixed and mobile services 
under the ATC framework may be 
substantially delayed by requirements 
for prior satellite deployment. 
Accordingly, the returned spectrum 
would not be declared available for 
further licensing under the satellite 
licensing rules. As explained in the 
accompanying Notice of Inquiry, the 
Commission is exploring ways to 
promote the development of terrestrial 
mobile services. It is in the public 
interest to retain flexibility on how best 
to assign the spectrum, should it 
become available, until we make final 
decisions in this proceeding. The 
Commission seeks comment on all of 
these proposals. 

Secondary Market Rules and 
Procedures for Terrestrial Services in 
MSS Bands 

8. The Commission seeks to modify 
its policies and procedures with regard 
to spectrum leasing arrangements 
between MSS licensees and third parties 
for the provision of terrestrial services 
using MSS spectrum. Specifically, the 
Commission proposes to subject 
spectrum leasing arrangements between 
an MSS operator in the 2 GHz, Big LEO, 
and L-bands and a third party entity 
involving the use of MSS spectrum for 
the provision of terrestrial services to 
the Commission’s general secondary 
market spectrum leasing policies and 
rules that currently apply to wireless 
terrestrial services. This proposal would 
apply to all terrestrial use of the MSS 
spectrum in the 2 GHz, Big LEO, and 
L-bands, which currently consists of 
ATC operations, but in the future may 
include other terrestrial operations in 
the 2 GHz MSS band. The proposal aims 
to provide greater regulatory 
predictability and parity, so that a 
common set of policies and rules 
applies for spectrum leasing 
arrangements involving the provision of 
terrestrial services, independent of the 
underlying allocation. 

9. The Commission has previously 
approved an MSS/ATC spectrum 
leasing arrangement between MSS 
licensee Globalstar and terrestrial 
provider Open Range. SkyTerra/ 
Harbinger also has proposed various 
arrangements that involve the use of 
MSS spectrum in the provision of 
terrestrial services. As Globalstar, 
SkyTerra/Harbinger, and other MSS 
providers realize their plans to offer 
high-speed broadband services to 
consumers using terrestrial networks 
under their ATC authority, the services 
they offer have the potential to expand 
the services offered in the overall 
market of mobile terrestrial wireless 
services and enhance competition in 
this larger mobile marketplace. 

10. Given these developments in the 
use of MSS spectrum for the provision 
of terrestrial services through various 
secondary market arrangements, the 
Commission now proposes to subject 
MSS/ATC spectrum leasing 
arrangements to the same general 
policies and rules—including 
notification and/or approval 
procedures—that the Commission 
currently applies to spectrum leasing 
arrangements involving Wireless Radio 
Services. The Commission expects that 
technological advancements will enable 
MSS licensees and their spectrum 
lessees to use their ATC authority to 
provide mobile broadband services 
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similar to those provided by terrestrial 
mobile providers and enhance 
competition in the mobile broadband 
sector. As the kinds of terrestrial 
services that will be offered using MSS 
spectrum converges with those services 
offered by terrestrial mobile providers, 
the Commission tentatively concludes 
that spectrum leasing arrangements 
associated with both should be treated 
consistently. Such action would create 
greater predictability, consistency, and 
transparency between all spectrum 
leasing arrangements involving 
terrestrially-based mobile service 
offerings. Further, this would ensure 
that the Commission would have the 
opportunity to evaluate, in a 
streamlined process, the various public 
interest considerations that might arise 
with respect to MSS/ATC spectrum 
leasing arrangements. We seek comment 
on these proposals. 

11. The Commission starts with the 
premise that its general spectrum 
leasing framework currently applicable 
to all terrestrial Wireless Radio Services 
spectrum leasing arrangements should 
apply to MSS/ATC spectrum leasing 
arrangements. Accordingly, it would 
require that leasing parties submit 
specified information and certifications 
(including information about the 
parties, the amount and geographic 
location of the spectrum involved, and 
other overlapping terrestrial-use 
spectrum holdings of the parties) to the 
Commission in advance of any 
operations that would be permitted 
pursuant to the proposed transaction. 
As with proposed spectrum leasing 
arrangements involving Wireless Radio 
Services, to the extent a proposed 
arrangement does not raise potential 
public interest concerns, the transaction 
would be subject to immediate 
processing or approval, whereas to the 
extent potential public interest concerns 
were raised (e.g., potential competitive 
harms) the transaction would be subject 
to streamlined procedures as the 
Commission evaluated whether the 
public interest would be served by the 
proposed transaction. 

12. The Commission also seeks 
comment on whether only a subset of 
the spectrum leasing policies and rules 
applicable to Wireless Radio Services 
should be applied to terrestrial use of 
MSS spectrum relating to ATC services, 
and if so, which ones. For instance, 
considering that the ATC rules require 
use of an integrated MSS/ATC network, 
should MSS licensees and potential 
lessees of MSS/ATC spectrum only be 
permitted to enter into spectrum 
manager leasing arrangements, or 
should they also have the option of 
entering into de facto transfer leasing 

arrangements, as permitted in the 
Wireless Radio Services? As the 
Commission evaluates whether a 
particular MSS/ATC spectrum 
arrangement raises potential 
competitive concerns, what 
considerations should it take into 
account, and should those differ in any 
respect from its current considerations 
of potential competitive harms under 
the existing spectrum leasing policies 
applicable to terrestrial mobile services? 
The Commission proposes to require 
that parties seeking to enter into MSS/ 
ATC spectrum leasing arrangements file 
the requisite information using the form 
used for spectrum leasing arrangements 
involving the Wireless Radio Services. 
The Commission also seeks comment on 
how the adoption of industry-wide 
MSS/ATC spectrum leasing rules 
should affect existing MSS leasing 
arrangements. What other concerns or 
issues do commenters think should be 
addressed? The Commission invites 
commenting parties to address any 
aspect of the approach it is proposing. 

13. Finally, the Commission seeks 
comment on whether its secondary 
market policies and rules for terrestrial 
wireless services need to be modified to 
accommodate spectrum leasing 
arrangements or other secondary market 
transactions involving non-ATC 
terrestrial use of spectrum allocated or 
co-allocated to MSS, such as the 
proposals discussed in the NOI. 

Summary of Notice of Inquiry 
14. The Notice of Inquiry launches a 

broader inquiry into how the 
Commission can best increase the value, 
utilization, innovation and investment 
in the spectrum for terrestrial services 
throughout the 2 GHz, Big LEO and L- 
bands, while ensuring that the United 
States market, as a whole, continues to 
have robust mobile satellite service 
capabilities. As an initial matter, the 
Commission focuses on flexibility for 
deploying new mobile broadband 
services under the proposed co-primary 
Fixed and Mobile allocations in the 2 
GHz band. It is also interested in 
additional options for increasing 
terrestrial use of the Big LEO and 
L-bands. 

Utilizing the 2 GHz Band for Terrestrial 
Services 

15. The current licensees, New DBSD 
Satellite Services G.P. (formerly New 
ICO Satellite Services G.P.) (DBSD) and 
TerreStar Networks Inc. (TerreStar), are 
authorized to use the entire allocated 40 
megahertz for MSS and related ATC 
operations. The Commission seeks 
comment on how best to encourage the 
growth of new mobile broadband 

services in the 2 GHz Band under the 
proposed co-primary Fixed and Mobile 
allocations in a way that will attract 
investment. 

16. The National Broadband Plan 
recommends that Congress consider 
expressly expanding the FCC’s authority 
to enable it to conduct incentive 
auctions in which incumbent licensees 
may relinquish rights in spectrum 
assignments to other parties or to the 
FCC in exchange for a portion of the 
proceeds realized by the auction of new 
spectrum licenses. That is, existing 
licensees could, on a voluntary basis, 
relinquish bandwidth in exchange for a 
portion of the proceeds from an auction 
for the new licenses authorizing 
terrestrial only services. Would 
voluntary incentive auctions, if 
Congress were to grant such authority to 
the FCC, be an appropriate mechanism 
for providing an option for incumbent 2 
GHz MSS licensees to vacate the band 
in favor of mobile broadband providers 
operating on new licenses? 

17. Alternatively, are there other 
approaches that could create licenses 
that would attract the substantial 
investment necessary to launch new 
mobile broadband services in the 2 GHz 
band and that are within the 
Commission’s existing legal authority? 
Should existing 2 GHz MSS licensees be 
given the option to return some of their 
spectrum (which we could then auction 
to new terrestrial licensees) while 
concurrently modifying the MSS 
licensees’ authorizations to allow them 
to operate terrestrial networks under the 
proposed Fixed and Mobile allocations 
instead of under the current ATC 
service rules? What is an appropriate 
metric for assessing how much 
bandwidth should be returned in 
exchange for modifying the existing 
MSS licenses? What, if any, additional 
conditions—such as build-out 
requirements for terrestrial networks— 
are appropriate or necessary to serve the 
public interest? 

18. As noted in the National 
Broadband Plan, the 2 GHz MSS band 
is adjacent to the Advanced Wireless 
Services-2 paired ‘‘J’’ block at 2020–2025 
MHz and 2175–2180 MHz. In any of the 
scenarios discussed, would the 
opportunity to integrate the J Block and 
2 GHz MSS spectrum help attract new 
investment and utilization of new 
mobile broadband networks in the 2 
GHz band? If so, the Commission seeks 
comment on how the Commission could 
and whether it should take into account 
such potential as it decides how to 
increase utilization of the 2 GHz MSS 
spectrum for terrestrial use. 
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1 See 5 U.S.C. 603. The RFA, see 5 U.S.C. 601– 
612, has been amended by the Small Business 
Regulatory Enforcement Fairness Act of 1996 
(SBREFA), Public Law 104–121, Title II, 110 Stat. 
857 (1996). 

2 See 5 U.S.C. 603(a). 

3 Connecting America: The National Broadband 
Plan, Recommendation 5.8.4, p.87 (2010) (National 
Broadband Plan). 

4 47 CFR 2.106. 
5 Any terrestrial use of the 2 GHz MSS bands 

must comply with the Commission’s service and 
licensing rules for the band. The NPRM does not 
propose to alter these rules. 

Increasing Value, Utilization, 
Innovation and Investment in all MSS 
Bands 

19. As noted, the Commission already 
has taken additional steps to promote 
the development of ATC in the Big LEO 
and L-bands. Are there any other actions 
that the Commission could take that 
would increase terrestrial use of the 
MSS bands? Are there any such actions 
that would specifically apply to the Big 
LEO or L-bands? Are there any value or 
investment promoting actions that 
might apply to MSS spectrum generally? 
Are there various incentives that the 
Commission could apply to help ensure 
that the public receives the maximum 
benefits from the use of the spectrum? 

20. As part of this inquiry, the 
Commission has also considered 
deployment of satellite and terrestrial 
services in the MSS bands, both within 
the U.S. and internationally. Do parties 
anticipate or plan to offer satellite and 
terrestrial services independent of each 
other or as part of combined, integrated 
network offerings? What is happening in 
other countries with respect to 
investment in the 2 GHz, Big LEO and 
L-bands? 

21. The Commission notes the 
importance of maintaining MSS to 
provide services, for example, to public 
safety and Federal government agencies, 
to rural areas, and during natural 
disasters. How should the Commission 
assess the current and future spectrum 
needs for MSS so that it can assure 
those needs continue to be met? How 
many users depend on such services 
today? Where are they located? Are 
there, for example, certain remote or 
rural areas that appear to be more 
suitable than other areas for the use of 
such services? What are the 
characteristics of those areas (e.g., 
population size, income of residents, 
topography) that make them more 
suitable? Which particular services do 
they rely upon most? Are these services 
specific to a particular provider or band 
or can they be substituted by other MSS 
or FSS providers? To what extent can 
such services coexist with terrestrial 
uses in areas that do not rely as heavily 
upon MSS? 

22. How can the Commission ensure 
that the United States continues to have 
market-wide MSS capabilities, even as 
we take targeted actions to create 
opportunities for terrestrial use in 
specific MSS bands? Is it necessary to 
continue to support the capability of 
providing MSS in all three bands, or can 
the Commission meet future needs with 
less allocated spectrum in some or all of 
the bands? If so, which band(s) are best 
suited for MSS? 

Paperwork Reduction Act 
23. This document contains proposed 

modified information collection 
requirements. The Commission, as part 
of its continuing effort to reduce 
paperwork burdens, invites the general 
public and the Office of Management 
and Budget (OMB) to comment on the 
information collection requirements 
contained in this document, as required 
by the Paperwork Reduction Act of 
1995, Public Law 104–13. In addition, 
pursuant to the Small Business 
Paperwork Relief Act of 2002, Public 
Law 107–198, see 44 U.S.C. 3506(c)(4), 
we seek specific comment on how we 
might further reduce the information 
collection burden for small business 
concerns with fewer than 25 employees. 

Ordering Clauses 
24. Pursuant to sections 4(i), 301, 

303(c), 303(f), 303(r), 303(y), and 310 of 
the Communications Act of 1934, as 
amended, 47 U.S.C. 154(i), 301, 303(c), 
303(f), 303(r), 303(y), and 310, this 
Notice of Proposed Rulemaking and 
Notice of Inquiry is adopted. 

25. The Commission’s Consumer and 
Governmental Affairs Bureau, Reference 
Information Center, shall send a copy of 
this Notice of Proposed Rulemaking, 
and Notice of Inquiry, including the 
Initial Regulatory Flexibility Analysis to 
the Chief Counsel for Advocacy of the 
Small Business Administration. 

Initial Regulatory Flexibility Analysis 
26. As required by the Regulatory 

Flexibility Act (RFA),1 the Commission 
has prepared this present Initial 
Regulatory Flexibility Analysis (IRFA) 
of the possible significant economic 
impact on small entities by the policies 
and rules proposed in this Notice of 
Proposed Rulemaking (NPRM). Written 
public comments are requested on this 
IRFA. Comments must be identified as 
responses to the IRFA and must be filed 
by the deadlines for comments provided 
on the first page of this NPRM. The 
Commission will send a copy of this 
NPRM, including this IRFA, to the Chief 
Counsel for Advocacy of the Small 
Business Administration (SBA).2 

A. Need for, and Objectives of, the 
Proposed Rules. 

27. Mobile broadband is emerging as 
one of America’s most dynamic 
innovation and economic platforms. Yet 
tremendous demand growth will soon 
test the limits of spectrum availability. 

As observed in the National Broadband 
Plan, 90 megahertz of spectrum 
allocated to the Mobile Satellite Service 
(MSS)—in the 2 GHz band, Big LEO 
band, and L-band—are potentially 
available for terrestrial mobile 
broadband use.3 In the Notice of 
Proposed Rulemaking (NPRM) the 
Commission seeks to remove regulatory 
barriers to terrestrial use, and to 
promote additional investments in the 
MSS bands while retaining sufficient 
market-wide MSS capability. 

28. The NPRM makes two proposals. 
First, the Commission proposes to add 
co-primary Fixed and Mobile 
allocations to the Table of Frequency 
Allocations for the 2 GHz band,4 
consistent with the International Table 
of Allocations. Under this proposed 
allocation, Fixed and Mobile services 
would have equal status to Mobile 
Satellite Services. This allocation 
modification is a precondition for more 
flexible licensing of terrestrial services 
within the band and lays the 
groundwork for providing additional 
flexibility in use of the 2 GHz spectrum 
in the future. The NPRM would not 
change the status of the existing MSS 
licensees nor grant authority for 
terrestrial operations in the band 
beyond what are currently permitted 
under the Ancillary Terrestrial 
Component (ATC) rules.5 

29. In keeping with this proposed 
flexible allocation for the 2 GHz MSS 
band, if an MSS license is cancelled for 
any reason, we also propose not to 
assign any additional spectrum for MSS 
use in this band to either of the existing 
MSS licensees or to a new MSS entrant. 
Previously, the Commission has not 
expressed any preference on how it 
would treat returned 2 GHz MSS 
spectrum. Assigning the returned 
spectrum under the existing MSS 
licensing rules would potentially limit 
options for flexible use and promotion 
of future fixed and mobile deployment. 
The Notice of Inquiry (NOI) that 
accompanies this NPRM explores ways 
to promote the development of 
terrestrial mobile services in the 2 GHz 
MSS band. It is in the public interest to 
retain flexibility on how best to assign 
the spectrum, should it become 
available, until we make final decisions 
in this proceeding. 

30. Second, we propose to apply the 
Commission’s secondary markets 
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6 Rules and procedures for spectrum leasing 
arrangements are set forth in Part 1, Subpart X. 47 
CFR 1.9001 et seq. 

7 5 U.S.C. 603(b)(3). 
8 5 U.S.C. 601(6). 

9 5 U.S.C. 601(3) (incorporating by reference the 
definition of ‘‘small business concern’’ in 15 U.S.C. 
632). Pursuant to the RFA, the statutory definition 
of a small business applies ‘‘unless an agency, after 
consultation with the Office of Advocacy of the 
Small Business Administration and after 
opportunity for public comment, establishes one or 
more definitions of such term which are 
appropriate to the activities of the agency and 
publishes such definition(s) in the Federal 
Register.’’ 5 U.S.C. 601(3). 

10 Small Business Act, 15 U.S.C. 632 (1996). 
11 13 CFR 121.201, North American Industry 

Classification System (‘‘NAICS’’) code 517410. 
12 U.S. Census Bureau, 2007 NAICS Definitions, 

‘‘517410 Satellite Telecommunications,’’ http:// 
www.census.gov/naics/2007/def/ND517410.HTM 
(last visited Oct. 21, 2009). 

13 U.S. Census Bureau, 2002 Economic Census, 
Subject Series: Information, ‘‘Establishment and 

Firm Size (Including Legal Form of Organization),’’ 
tbl. 4, NAICS code 517410 (rel. Nov. 2005). 

14 Id. An additional 38 firms had annual receipts 
of $25 million or more. 

15 13 CFR 121.201, NAICS code 517919. 
16 13 CFR 121.201, NAICS codes 517410 and 

517910 (2002). 
17 U.S. Census Bureau, 2007 NAICS Definitions, 

‘‘517919 All Other Telecommunications,’’ http:// 
www.census.gov/naics/2007/def/ 
ND517919.HTM#N517919 (last visited Oct. 21, 
2009). 

18 U.S. Census Bureau, 2002 Economic Census, 
Subject Series: Information, ‘‘Establishment and 
Firm Size (Including Legal Form of Organization),’’ 
tbl. 4, NAICS code 517910 (issued Nov. 2005). 

19 Id. An additional 14 firms had annual receipts 
of $25 million or more. 

policies and rules applicable to 
terrestrial services to all transactions 
involving the use of MSS bands for 
terrestrial services in order to create 
greater predictability and regulatory 
parity with bands licensed for terrestrial 
mobile broadband service. The 
secondary markets policies and rules 
provide a means by which terrestrially- 
based Wireless Radio Service licensees 
holding ‘‘exclusive use’’ spectrum rights 
can lease some or all of the spectrum 
usage rights associated with their 
licenses to third parties.6 The rules 
include immediate approval procedures 
for categories of terrestrial spectrum 
leasing arrangements that do not raise 
public interest concerns (such as 
concerns relating to foreign ownership 
or competition). Currently, the 
secondary markets policies and rules do 
not apply to satellite spectrum such as 
the MSS bands. Extending these rules to 
terrestrial use of the MSS band will 
foster regulatory parity by allowing 
leases involving use of the MSS bands 
for terrestrial services to use the same 
leasing rules as are used in other bands, 
including the immediate approval 
procedures for certain categories of 
leasing arrangements. It will create 
greater predictability by allowing 
licensees to take advantage of the 
established secondary markets leasing 
procedures. No protest or grievances 
have been received from small entities 
alleging that their interest have been 
compromised under the secondary 
markets rules as they have been applied 
in the past to Wireless Radio Services 
licensees. 

B. Legal Basis 
31. The proposed action is authorized 

under sections 4(i), 301, 303(c), 303(f), 
303(r), 303(y), and 310 of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 154(i), 301, 303(c), 
303(f), 303(r), 303(y), and 310. 

C. Description and Estimate of the 
Number of Small Entities to Which the 
Proposed Rules Will Apply 

32. The RFA directs agencies to 
provide a description of and, where 
feasible, an estimate of the number of 
small entities that may be affected by 
the proposed rules, if adopted.7 The 
RFA generally defines the term ‘‘small 
entity’’ as having the same meaning as 
the terms ‘‘small business,’’ ‘‘small 
organization,’’ and ‘‘small governmental 
jurisdiction.’’ 8 In addition, the term 
‘‘small business’’ has the same meaning 

as the term ‘‘small business concern’’ 
under the Small Business Act.9 A small 
business concern is one which: (1) Is 
independently owned and operated; (2) 
is not dominant in its field of operation; 
and (3) satisfies any additional criteria 
established by the SBA.10 

33. Mobile Satellite Service Carriers. 
Neither the Commission nor the U.S. 
Small Business Administration has 
developed a small business size 
standard specifically for mobile satellite 
service licensees. The appropriate size 
standard is therefore the SBA standard 
for Satellite Telecommunications, 
which provides that such entities are 
small if they have $15 million or less in 
annual revenues.11 Currently, the 
Commission’s records show that there 
are 31 entities authorized to provide 
voice and data MSS in the United 
States. The Commission does not have 
sufficient information to determine 
which, if any, of these parties are small 
entities. The Commission notes that 
small businesses are not likely to have 
the financial ability to become MSS 
system operators because of high 
implementation costs, including 
construction of satellite space stations 
and rocket launch, associated with 
satellite systems and services. 
Nonetheless, it might be possible that 
some are small entities affected by this 
NPRM and therefore we include them in 
this section of the IFRA. 

34. Satellite Telecommunications and 
All Other Telecommunications. The 
category of Satellite 
Telecommunications ‘‘comprises 
establishments primarily engaged in 
providing telecommunications services 
to other establishments in the 
telecommunications and broadcasting 
industries by forwarding and receiving 
communications signals via a system of 
satellites or reselling satellite 
telecommunications.’’ 12 For this 
category, Census Bureau data for 2002 
show that there were a total of 371 firms 
that operated for the entire year.13 Of 

this total, 307 firms had annual receipts 
of under $10 million, and 26 firms had 
receipts of $10 million to $24,999,999.14 
Consequently, we estimate that the 
majority of Satellite 
Telecommunications firms are small 
entities that might be affected by our 
action. 

35. The second category of All Other 
Telecommunications has a size standard 
of $25 million or less in annual 
receipts.15 The most current Census 
Bureau data in this context, however, 
are from the (last) economic census of 
2002, and we will use those figures to 
gauge the prevalence of small 
businesses in these categories.16 This 
category comprises, inter alia, 
‘‘establishments primarily engaged in 
providing specialized 
telecommunications services, such as 
satellite tracking, communications 
telemetry, and radar station operation. 
This industry also includes 
establishments primarily engaged in 
providing satellite terminal stations and 
associated facilities connected with one 
or more terrestrial systems and capable 
of transmitting telecommunications to, 
and receiving telecommunications from, 
satellite systems.’’ 17 For this category, 
Census Bureau data for 2002 show that 
there were a total of 332 firms that 
operated for the entire year.18 Of this 
total, 303 firms had annual receipts of 
under $10 million and 15 firms had 
annual receipts of $10 million to 
$24,999,999.19 Consequently, we 
estimate that the majority of All Other 
Telecommunications firms are small 
entities that might be affected by our 
action. 

36. Wireless Telecommunications 
Carriers (except satellite). The NPRM 
proposes that the Commission’s 
secondary market policies and rules be 
applied to terrestrial service in the MSS 
bands. We can not predict who may in 
the future lease spectrum for terrestrial 
use in these bands. In general, any 
wireless telecommunications provider 
would be eligible to lease spectrum from 
the MSS licensees. Since 2007, the 
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20 See 5 U.S.C. 603(c). 
21 This item does not propose to alter the primary 

MSS allocation or propose to relocate the 
incumbent MSS licensees under the Emerging 
Technologies relocation policies. 

Census Bureau has placed wireless 
firms within the new, broad, economic 
census category of Wireless 
Telecommunications Carriers (except 
satellite). Prior to that time, such firms 
were within the now-superseded 
categories of ‘‘Paging’’ and ‘‘Cellular and 
Other Wireless Telecommunications.’’ 
Under the present and prior categories, 
the SBA has deemed a wireless business 
to be small if it has 1,500 or fewer 
employees. Because Census Bureau data 
are not yet available for the new 
category, we will estimate small 
business prevalence using the prior 
categories and associated data. For the 
category of Paging, data for 2002 show 
that there were 807 firms that operated 
for the entire year. Of this total, 804 
firms had employment of 999 or fewer 
employees, and three firms had 
employment of 1,000 employees or 
more. For the category of Cellular and 
Other Wireless Telecommunications, 
data for 2002 show that there were 1,397 
firms that operated for the entire year. 
Of this total, 1,378 firms had 
employment of 999 or fewer employees, 
and 19 firms had employment of 1,000 
employees or more. Thus, we estimate 
that the majority of wireless firms are 
small. 

D. Description of Projected Reporting, 
Recordkeeping, and Other Compliance 
Requirements 

37. The NPRM proposes to apply the 
Commission’s secondary market 
policies and rules applicable to 
terrestrial services to all transactions 
involving the use of MSS bands for 
terrestrial services. Leasing parties will 
be required to submit specified 
information and certifications 
(including information about the 
parties, the amount and geographic 
location of the spectrum involved, and 
other overlapping terrestrial-use 
spectrum holdings of the parties) to the 
Commission in advance of any 
operations that would be permitted 
pursuant to the proposed transaction. 

E. Steps Taken To Minimize Significant 
Economic Impact on Small Entities, and 
Significant Alternatives Considered 

38. The RFA requires an agency to 
describe any significant alternatives that 
it has considered in reaching its 
proposed approach, which may include 
the following four alternatives (among 
others): (1) The establishment of 
differing compliance or reporting 
requirements or timetables that take into 
account the resources available to small 
entities; (2) the clarification, 
consolidation, or simplification of 
compliance or reporting requirements 
under the rule for small entities; (3) the 

use of performance, rather than design, 
standards; and (4) an exemption from 
coverage of the rule, or any part thereof, 
for small entities.20 

39. The proposal to add Fixed and 
Mobile allocations to the 2 GHz MSS 
band is the first step toward providing 
additional flexibility to the band.21 The 
addition of Fixed and Mobile 
allocations in itself does not change the 
status of the existing MSS licensees or 
the Commission’s service rules for MSS 
and ATC networks. Furthermore, this 
addition does not grant authority for 
terrestrial operations in the band 
beyond what is currently permitted 
under the ATC rules. The existing 2 
GHz MSS operators, both of which have 
launched satellites, will continue to be 
able to operate under the terms of their 
licenses and must continue to comply 
with all of the Commission’s existing 
ATC rules as was the case before the 
Fixed and Mobile allocations were 
added to the band. Consequently, this 
proposal will not have a significant 
economic impact on the 2 GHz MSS 
operators or any other entity, small or 
otherwise. 

40. The NPRM also proposes that if 
one or both of the 2 GHz MSS licenses 
were to be returned or cancelled for any 
reason, the returned spectrum could be 
used for terrestrial mobile broadband 
deployment. This proposal would not 
encourage or require the MSS operators 
to return their licenses and therefore 
will not result in a negative economic 
impact on any entity, small or 
otherwise. Furthermore, if an MSS 
license is returned or cancelled and the 
returned spectrum were to be used for 
terrestrial mobile broadband services, 
this could provide future opportunities 
for small entities to provide mobile 
broadband services—e.g. by obtaining 
licenses by standard FCC auction 
procedures or by obtaining leases for the 
returned spectrum not subject to any 
restraints or preconditions. 

41. The proposal to apply the 
Commission’s secondary market 
policies and rules to all transactions 
involving the use of MSS bands for 
terrestrial services will provide greater 
predictability and regulatory parity with 
bands licensed for terrestrial mobile 
broadband service. This proposal 
should make it easier for MSS providers 
in any of the MSS bands to enter into 
leasing agreements involving terrestrial 
use of their spectrum. The proposal 
should provide an economic benefit for 

the MSS providers and those entities 
entering into leasing agreements with 
them. The secondary market leasing 
rules apply equally to all entities, 
whether small or large. As a result, we 
believe that this proposal will provide 
an economic benefit to small entities by 
making it easier for small entities to 
enter into spectrum leasing agreements 
for terrestrial use of the MSS spectrum. 

42. As noted, the proposed secondary 
market policies will require the 
collection of certain information about 
the proposed leases. This information is 
necessary for the Commission to make 
informed decisions regarding the 
proposed leases and should not be 
overly burdensome. Consequently, we 
do not expect this requirement to have 
a negative economic impact on any 
small entities. 

F. Federal Rules That May Duplicate, 
Overlap, or Conflict With the Proposed 
Rule 

43. None. 

List of Subjects 47 CFR Parts 1, 2 and 
25 

Administrative practice and 
procedure, Communications equipment, 
Radio Reporting and recordkeeping 
requirements. 
Federal Communications Commission 
Marlene H. Dortch, 
Secretary. 

Proposed Rules Changes 
For the reasons discussed in the 

preamble, the Federal Communications 
Commission proposes to amend 47 CFR 
parts 1, 2 and 25 to read as follows: 

PART 1—PRACTICE AND 
PROCEDURE 

1. The authority citation for part 1 
continues to read as follows: 

Authority: 15 U.S.C. 79 et seq.; 47 U.S.C. 
151, 154(i), 154(j), 155, 157, 225, 303(r), and 
309. 

2. Section 1.9001 is amended by 
revising paragraph (a) to read as follows: 

§ 1.9001 Purpose and scope. 
(a) The purpose of part 1, subpart X 

is to implement policies and rules 
pertaining to spectrum leasing 
arrangements between licensees in the 
services identified in this subpart and 
spectrum lessees. This subpart also 
implements policies for private 
commons arrangements. These policies 
and rules also implicate other 
Commission rule parts, including parts 
1, 2, 20, 22, 24, 25, 26, 27, 80, 90, 95, 
and 101 of title 47, chapter I of the Code 
of Federal Regulations. 
* * * * * 
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3. Section 1.9005 is amended by 
revising the introductory text and by 
adding paragraph (jj) to read as follows: 

§ 1.9005 Included services. 
The spectrum leasing policies and 

rules of this subpart apply to the 
following services: 
* * * * * 

(jj) The Ancillary Terrestrial 
Component of a Mobile Satellite Service 
(part 25 of this chapter). 

4. Section 1.9020 is amended by 
revising paragraph (e)(2)(i)(A) to read as 
follows: 

§ 1.9020 Spectrum manager leasing 
arrangements. 

* * * * * 
(e) * * * 
(2) * * * 
(i) * * * 
(A) The license does not involve 

spectrum that may be used to provide 
interconnected mobile voice and/or data 
services under the applicable service 
rules and that would, if the spectrum 
leasing arrangement were 
consummated, create a geographic 
overlap with spectrum in any licensed 
Wireless Radio Service (including the 
same service) or the Ancillary 
Terrestrial Component of a Mobile 
Satellite Service in which the proposed 
spectrum lessee already holds a direct 
or indirect interest of 10% or more (see 
§ 1.2112), either as a licensee or a 
spectrum lessee, and that could be used 
by the spectrum lessee to provide 
interconnected mobile voice and/or data 
services; 
* * * * * 

5. Section 1.9030 is amended by 
revising paragraph (e)(2)(i)(A) to read as 
follows: 

§ 1.9030 Long term de facto transfer 
leasing arrangements. 

* * * * * 

(e) * * * 
(2) * * * 
(i) * * * 
(A) The license does not involve 

spectrum that may be used to provide 
interconnected mobile voice and/or data 
services under the applicable service 
rules and that would, if the spectrum 
leasing arrangement were 
consummated, create a geographic 
overlap with spectrum in any licensed 
Wireless Radio Service (including the 
same service) or the Ancillary 
Terrestrial Component of a Mobile 
Satellite Service in which the proposed 
spectrum lessee already holds a direct 
or indirect interest of 10% or more (see 
§ 1.2112), either as a licensee or a 
spectrum lessee, and that could be used 
by the spectrum lessee to provide 
interconnected mobile voice and/or data 
services; 
* * * * * 

6. Section § 1.9049 is added to read as 
follows: 

§ 1.9049 Special provisions relating to 
spectrum leasing arrangements involving 
Mobile Satellite Services. 

(a) A license issued under part 25 of 
the Commission’s rules that provides 
authority for an Ancillary Terrestrial 
Component will be considered to 
provide ‘‘exclusive use rights’’ for 
purpose of this Subpart of the rules. 

(b) For purposes of §§ 1.9020(d)(8), 
1.9030(d)(8), and 1.9035(d)(4), the 
licensee’s obligation, if any, concerning 
the E911 requirements in § 20.18 of this 
chapter, will, with respect to an 
Ancillary Terrestrial Component, be 
specified in the licensing document for 
the Ancillary Terrestrial Component. 

(c) The following provision shall 
apply, in lieu of §§ 1.9020(m) and 
1.9030(m), with respect to spectrum 
leasing of an Ancillary Terrestrial 
Component: Although the term of a 
spectrum leasing arrangement may not 

be longer than the term of the Ancillary 
Terrestrial Component license, a 
licensee and spectrum lessee that have 
entered into an arrangement, the term of 
which continues to the end of the 
current term of the license may, 
contingent on the Commission’s grant of 
a modification or renewal of the license 
to extend the license term, extend the 
spectrum leasing arrangement into the 
new license term. The Commission 
must be notified of the extension of the 
spectrum leasing arrangement at the 
same time that the licensee submits the 
application seeking an extended 
licensed term. In the event the parties to 
the arrangement agree to extend it into 
the new license term, the spectrum 
lessee may continue to operate 
consistent with the terms and 
conditions of the expired license, 
without further action by the 
Commission, until such time as the 
Commission makes a final 
determination with respect to the 
extension or renewal of the license. 

PART 2—FREQUENCY ALLOCATIONS 
AND RADIO TREATY MATTERS; 
GENERAL RULES AND REGULATIONS 

7. The authority citation for part 2 
continues to read as follows: 

Authority: 47 U.S.C. 154, 302a, 303, and 
336, unless otherwise noted. 

8. Section 2.106 is amended as 
follows: 

a. Revise page 36. 
b. Revise footnote US380 to the list of 

United States (US) Footnotes. 
c. Revise footnotes NG156 and NG168 

to the list of non-Federal Government 
(NG) Footnotes. 

§ 2.106 Table of Frequency Allocations. 

* * * * * 
BILLING CODE 6712–01–P 
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* * * * * 

United States (US) Footnotes 

* * * * * 
US380 In the bands 1525–1544 

MHz, 1545–1559 MHz, 1610–1645.5 
MHz, 1646.5–1660.5 MHz, and 2483.5– 
2500 MHz, a non-Federal licensee in the 
mobile-satellite service (MSS) may also 
operate an ancillary terrestrial 
component in conjunction with its MSS 
network, subject to the Commission’s 
rules for ancillary terrestrial 
components and subject to all 
applicable conditions and provisions of 
its MSS authorization. 
* * * * * 

Non-Federal Government (NG) 
Footnotes 

* * * * * 
NG156 Except as permitted below, 

the use of the 2000–2020 MHz band is 
limited to the MSS and ancillary 
terrestrial component offered in 
conjunction with an MSS network, 
subject to the Commission’s rules for 
ancillary terrestrial components and 
subject to all applicable conditions and 
provisions of an MSS authorization. In 
the 2000–2020 MHz band, where the 
receipt date of the initial application for 
facilities in the fixed and mobile 
services was prior to June 27, 2000, said 
facilities shall operate on a primary 
basis and all later-applied-for facilities 
shall operate on a secondary basis to the 
mobile-satellite service (MSS); and not 
later than December 9, 2013, all such 
facilities shall operate on a secondary 
basis. 
* * * * * 

NG168 Except as permitted below, 
the use of the 2180–2200 MHz band is 
limited to the MSS and ancillary 
terrestrial component offered in 
conjunction with an MSS network, 
subject to the Commission’s rules for 
ancillary terrestrial components and 
subject to all applicable conditions and 
provisions of an MSS authorization. In 
the 2180–2200 MHz band, where the 
receipt date of the initial application for 
facilities in the fixed and mobile 
services was prior to January 16, 1992, 
said facilities shall operate on a primary 
basis and all later-applied-for facilities 
shall operate on a secondary basis to the 
mobile-satellite service (MSS); and not 
later than December 9, 2013, all such 
facilities shall operate on a secondary 
basis. 
* * * * * 

PART 25—SATELLITE 
COMMUNICATIONS 

9. The authority citation for part 25 
continues to read as follows: 

Authority: 47 U.S.C. 701–744. Interprets or 
applies Sections 4, 301, 302, 303, 307, 309 
and 332 of the Communications Act, as 
amended, 47 U.S.C. Sections 154, 301, 302, 
303, 307, 309 and 332, unless otherwise 
noted. 

10. Section 25.149 is amended by 
adding paragraph (g) to read as follows: 

§ 25.149 Application requirements for 
ancillary terrestrial components in the 
mobile-satellite service networks operating 
in the 1.5./1.6 GHz, 1.6/2.4 GHz and 2 GHz 
mobile-satellite service. 

* * * * * 
(g) Spectrum leasing. Lease of 

spectrum rights by MSS licensees or 
system operators for ATC use is subject 
to the rules spectrum leasing 
arrangements as set forth in Part 1, 
subpart X of the rules (see §§ 1.9001 
through 1.9080 of this chapter.). 
[FR Doc. 2010–19824 Filed 8–13–10; 8:45 am] 

BILLING CODE 6712–01–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

49 CFR Part 578 

[Docket No. NHTSA–2010–0114; Notice 1] 

RIN 2127–AK78 

Civil Penalties 

AGENCY: National Highway Traffic 
Safety Administration (NHTSA), DOT. 
ACTION: Notice of Proposed Rulemaking. 

SUMMARY: This document proposes to 
increase the maximum civil penalty 
amounts for violations covering a 
related series of violations of the 
Vehicle Safety Act and violations of the 
odometer standard with intent to 
defraud. This action would be taken 
pursuant to the Federal Civil Monetary 
Penalty Inflation Adjustment Act of 
1990, as amended by the Debt 
Collection Improvement Act of 1996, 
which requires us to review and, as 
warranted, adjust penalties based on 
inflation at least every four years. 
DATES: Comments on the proposal are 
due September 15, 2010. 
ADDRESSES: You may submit comments 
electronically [identified by DOT Docket 
ID Number NHTSA–2010–0114] by 
visiting the following Web site: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov. Follow the 
online instructions for submitting 
comments. 

Alternatively, you can file comments 
using the following methods: 

• Mail: Docket Management Facility: 
U.S. Department of Transportation, 1200 

New Jersey Avenue, SE., West Building 
Ground Floor, Room W12–140, 
Washington, DC 20590–0001. 

• Hand Delivery or Courier: West 
Building Ground Floor, Room W12–140, 
1200 New Jersey Avenue, SE., between 
9 a.m. and 5 p.m. ET, Monday through 
Friday, except Federal holidays. 

• Fax: (202) 493–2251. 
Instructions: For detailed instructions 

on submitting comments and additional 
information on the rulemaking process, 
see the Public Participation heading of 
the Supplementary Information section 
of this document. Note that all 
comments received will be posted 
without change to http:// 
www.dms.dot.gov or http:// 
www.regulations.gov, including any 
personal information provided. Please 
see the Privacy Act heading below. 

Privacy Act: Anyone is able to search 
the electronic form of all comments 
received into any of our dockets by the 
name of the individual submitting the 
comment (or signing the comment, if 
submitted on behalf of an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477–78). 

Docket: For access to the docket to 
read background documents or 
comments received, go to http:// 
www.regulations.gov. Follow the online 
instructions for accessing the dockets. 
FOR FURTHER INFORMATION CONTACT: 
Jessica Lang, Office of Chief Counsel, 
NHTSA, telephone (202) 366–5902, 
facsimile (202) 366–3820, 1200 New 
Jersey Avenue SE., Washington, DC 
20590. 

SUPPLEMENTARY INFORMATION: 

Background 

In order to preserve the remedial 
impact of civil penalties and to foster 
compliance with the law, the Federal 
Civil Monetary Penalty Inflation 
Adjustment Act of 1990 (28 U.S.C. 2461, 
Notes, Pub. L. 101–410), as amended by 
the Debt Collection Improvement Act of 
1996 (Pub. L. 104–134) (referred to 
collectively as the ‘‘Adjustment Act’’ or, 
in context, the ‘‘Act’’), requires us and 
other Federal agencies to adjust civil 
penalties for inflation. Under the 
Adjustment Act, following an initial 
adjustment that was capped by the Act, 
these agencies must make further 
adjustments, as warranted, to the 
amounts of penalties in statutes they 
administer at least once every four 
years. 

NHTSA’s initial adjustment of civil 
penalties under the Adjustment Act was 
published on February 4, 1997. 62 FR 
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1 Individuals interested in deriving the CPI 
figures used by the agency may visit the Department 
of Labor’s Consumer Price Index Home Page at 
http://www.bls.gov/cpi/home.htm. Scroll down to 
‘‘Most Requested Statistics’’ and select the ‘‘All 
Urban Consumers (Current Series)’’ option, select 
the ‘‘U.S. ALL ITEMS 1967=100–CUUR0000AA0’’ 
box, and click on the ‘‘Retrieve Data’’ button. 

5167. At that time, we codified the 
penalties under statutes administered by 
NHTSA, as adjusted, in 49 CFR part 
578, Civil Penalties. On July 14, 1999, 
we further adjusted certain penalties. 64 
FR 37876. In 2000, the Transportation 
Recall Enhancement, Accountability 
and Documentation (‘‘TREAD’’) Act 
increased the maximum penalties under 
the National Traffic and Motor Vehicle 
Safety Act as amended (also referred to 
as the ‘‘Motor Vehicle Safety Act’’ or 
‘‘Safety Act’’). We codified those 
amendments in part 578 on November 
14, 2000. 65 FR 68108. On August 7, 
2001, we also adjusted certain penalty 
amounts pertaining to odometer 
tampering and disclosure requirements 
and vehicle theft prevention. 66 FR 
41149. On September 28, 2004, we 
adjusted the maximum penalty amounts 
for a related series of violations 
involving the agency’s provisions 
governing vehicle safety, bumper 
standards, and consumer information. 
69 FR 57864. On September 8, 2005, the 
agency adjusted its penalty amounts for 
violations of its vehicle theft protection 
standards and those involving a related 
series of odometer-related violations. 70 
FR 53308. On May 16, 2006, the agency 
adjusted its penalty amounts for 
violations of the Motor Vehicle Safety 
Act and codified amendments made to 
the Motor Vehicle Safety Act by the 
Safe, Accountable, Flexible, Efficient 
Transportation Equity Act—A Legacy 
for Users (SAFETEA–LU), 119 Stat. 
1144, 1942–43 (Aug. 10, 2005). 71 FR 
28279. On February 25, 2008, the 
agency made adjustments to penalty 
amounts for odometer-related violations 
and violations of certain administrative 
provisions of the Energy Policy and 
Conservation Act. 73 FR 9955. Most 
recently, on February 2, 2010, the 
agency adjusted penalty amounts for 
violations of the school bus safety 
provisions, bumper standards 
provisions, consumer information 
requirements and odometer tampering 
and disclosure requirements. 75 FR 
5246. 

We have reviewed the civil penalty 
amounts in 49 CFR part 578 and, in this 
notice, propose to adjust certain 
penalties under the Adjustment Act. 
The civil penalties that we propose to 
adjust are available for a related series 
of violations of the Motor Vehicle Safety 
Act and violations of the odometer 
standard with intent to defraud. 

Method of Calculation—Proposed 
Adjustments 

Under the Adjustment Act, we first 
calculate the inflation adjustment for 
each applicable civil penalty by 
arithmetically increasing the maximum 

civil penalty amount per violation by a 
cost-of-living adjustment. Section 5(b) of 
the Adjustment Act defines the ‘‘cost-of- 
living’’ adjustment as: 

The percentage (if any) for each civil 
monetary penalty by which— 

(1) the Consumer Price Index for the 
month of June of the calendar year 
preceding the adjustment exceeds 

(2) the Consumer Price Index for the 
month of June of the calendar year in 
which the amount of such civil 
monetary penalty was last set or 
adjusted pursuant to law. 

Because the proposed adjustment is 
intended to be effective before 
December 31, 2010, the ‘‘Consumer Price 
Index [CPI] for the month of June of the 
calendar year preceding the adjustment’’ 
is the CPI for June 2009. This figure, 
based on the Adjustment Act’s 
requirement of using the CPI ‘‘for all- 
urban consumers published by the 
Department of Labor,’’ is 646.1.1 

NHTSA proposes to adjust the penalty 
for a related series of violations of the 
Safety Act, in general, as well as Section 
30166 violations. These amounts were 
last adjusted in 2006 (CPI = 607.8). 
Accordingly, the factor that we use to 
calculate these proposed increases is 
1.06 (646.1/607.8). 

NHTSA also proposes to adjust the 
odometer law’s maximum penalty for 
intent to defraud. This amount was last 
adjusted in 1999 (CPI = 497.9). 
Accordingly, the factor that we use to 
calculate this proposed increase is 1.30 
(646.1/497.9). 

Next, using these inflation factors, 
increases above the current maximum 
penalty levels are calculated and are 
then subject to a specific rounding 
formula set forth in Section 5(a) of the 
Adjustment Act. 28 U.S.C. 2461, Notes. 
Under that formula: 

Any increase shall be rounded to the 
nearest: 

(1) Multiple of $10 in the case of 
penalties less than or equal to $100; 

(2) multiple of $100 in the case of 
penalties greater than $100 but less than 
or equal to $1,000; 

(3) multiple of $1,000 in the case of 
penalties greater than $1,000 but less 
than or equal to $10,000; 

(4) multiple of $5,000 in the case of 
penalties greater than $10,000 but less 
than or equal to $100,000; 

(5) multiple of $10,000 in the case of 
penalties greater than $100,000 but less 
than or equal to $200,000; and 

(6) multiple of $25,000 in the case of 
penalties greater than $200,000. 

Proposed Amendments to Maximum 
Penalties 

Change to Maximum Penalty (a Related 
Series of Violations) Under the Motor 
Vehicle Safety Act in General (49 CFR 
578.6(a)(1)) and Section 30166 (49 CFR 
578.6(a)(3)) 

The maximum civil penalty for a 
related series of violations under the 
Safety Act, or a regulation issued 
thereunder, is $16,375,000 as specified 
in 49 CFR 578.6(a)(1). The underlying 
statutory provision is 49 U.S.C. 
30165(a)(1). The maximum civil penalty 
for a violation of 49 U.S.C. 30166, or a 
regulation issued thereunder, is 
$16,375,000 as specified in 49 CFR 
578.6(a)(3). The underlying statutory 
provision is 49 U.S.C. 30165(a)(3). 

Applying the appropriate inflation 
factor (1.06) raises each of the 
$16,375,000 penalties to $17,357,500, an 
increase of $982,500. Under the 
rounding formula, any increase in a 
penalty’s amount shall be rounded to 
the nearest $25,000 in the case of 
penalties greater than $200,000. 
Accordingly, we propose that Section 
578.6(a)(1) and Section 578.6(a)(3) each 
be amended to increase the maximum 
civil penalty for a related series of 
violations from $16,375,000 to 
$17,350,000. 

Change to Maximum Penalty for 
Violation With Intent To Defraud Under 
the Odometer Standards Provision, 49 
U.S.C. Chapter 327 (49 CFR 578.6(f)(2)) 

The maximum civil penalty for a 
violation of the odometer statute, 49 
U.S.C. Chapter 327, or a regulation or 
order, with intent to defraud is three 
times the actual damages or $2,000, 
whichever is greater, as specified in 49 
CFR 578.6(f)(2). The underlying 
statutory provision is 49 U.S.C. 32709. 
Applying the appropriate inflation 
factor (1.30) raises the $2,000 figure to 
$2,600, an increase of $600. Under the 
rounding formula, any increase in a 
penalty’s amount shall be rounded to 
the nearest multiple of $1,000 in the 
case of penalties greater than $1,000, but 
less than or equal to $10,000. In this 
case, the increase would be $1,000. 
Accordingly, we propose that Section 
578.6(f)(2) be amended to increase the 
maximum civil penalty for a violation of 
the statute or a regulation prescribed or 
order issued thereunder with intent to 
defraud from three times the actual 
damages or $2,000, whichever is greater, 
to three times the actual damages or 
$3,000, whichever is greater. 
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Effective Date 
The amendments would be effective 

30 days after publication of the final 
rule in the Federal Register. The 
adjusted penalties would apply to 
violations occurring on and after the 
effective date. 

Request for Comments 

How Do I Prepare and Submit 
Comments? 

Your comments must be written and 
in English. To ensure that your 
comments are correctly filed in the 
Docket, please include the docket 
number of this document in your 
comments. 

Your comments must not be more 
than 15 pages long (49 CFR 553.21). We 
established this limit to encourage you 
to write your primary comments in a 
concise fashion. However, you may 
attach necessary additional documents 
to your comments. There is no limit on 
the length of the attachments. 

Please submit two copies of your 
comments, including the attachments, 
to Docket Management at the beginning 
of this document, under ADDRESSES. 
You may also submit your comments 
electronically to the docket following 
the steps outlined under ADDRESSES. 

How Can I Be Sure That My Comments 
Were Received? 

If you wish Docket Management to 
notify you upon its receipt of your 
comments, enclose a self-addressed, 
stamped postcard in the envelope 
containing your comments. Upon 
receiving your comments, Docket 
Management will return the postcard by 
mail. 

How Do I Submit Confidential Business 
Information? 

If you wish to submit any information 
under a claim of confidentiality, you 
should submit the following to the Chief 
Counsel (NCC–110) at the address given 
at the beginning of this document under 
the heading FOR FURTHER INFORMATION 
CONTACT: (1) A complete copy of the 
submission; (2) a redacted copy of the 
submission with the confidential 
information removed; and (3) either a 
second complete copy or those portions 
of the submission containing the 
material for which confidential 
treatment is claimed and any additional 
information that you deem important to 
the Chief Counsel’s consideration of 
your confidentiality claim. A request for 
confidential treatment that complies 
with 49 CFR part 512 must accompany 
the complete submission provided to 
the Chief Counsel. For further 
information, submitters who plan to 

request confidential treatment for any 
portion of their submissions are advised 
to review 49 CFR part 512, particularly 
those sections relating to document 
submission requirements. Failure to 
adhere to the requirements of part 512 
may result in the release of confidential 
information to the public docket. In 
addition, you should submit two copies 
from which you have deleted the 
claimed confidential business 
information, to Docket Management at 
the address given at the beginning of 
this document under ADDRESSES. 

Will the Agency Consider Late 
Comments? 

We will consider all comments that 
Docket Management receives before the 
close of business on the comment 
closing date indicated at the beginning 
of this notice under DATES. In 
accordance with our policies, to the 
extent possible, we will also consider 
comments that Docket Management 
receives after the specified comment 
closing date. If Docket Management 
receives a comment too late for us to 
consider in developing the proposed 
rule, we will consider that comment as 
an informal suggestion for future 
rulemaking action. 

How Can I Read the Comments 
Submitted by Other People? 

You may read the comments received 
by Docket Management at the address 
and times given near the beginning of 
this document under ADDRESSES. 

You may also see the comments on 
the Internet. To read the comments on 
the Internet, go to http:// 
www.regulations.gov and follow the on- 
line instructions provided. 

You may download the comments. 
The comments are imaged documents, 
in either TIFF or PDF format. Please 
note that even after the comment closing 
date, we will continue to file relevant 
information in the Docket as it becomes 
available. Further, some people may 
submit late comments. Accordingly, we 
recommend that you periodically search 
the Docket for new material. 

Rulemaking Analyses and Notices 

Executive Order 12866 and DOT 
Regulatory Policies and Procedures 

We have considered the impact of this 
rulemaking action under Executive 
Order 12866 and the Department of 
Transportation’s regulatory policies and 
procedures. This rulemaking document 
was not reviewed under Executive 
Order 12866, ‘‘Regulatory Planning and 
Review.’’ This action is limited to the 
proposed adoption of adjustments of 
civil penalties under statutes that the 

agency enforces, and has been 
determined to be not ‘‘significant’’ under 
the Department of Transportation’s 
regulatory policies and procedures. 

Regulatory Flexibility Act 
We have also considered the impacts 

of this notice under the Regulatory 
Flexibility Act. I certify that a final rule 
based on this proposal will not have a 
significant economic impact on a 
substantial number of small entities. 
The following provides the factual basis 
for this certification under 5 U.S.C. 
605(b). 

The Small Business Administration 
(SBA) regulations define a small 
business in part as a business entity 
‘‘which operates primarily within the 
United States.’’ 13 CFR 121.105(a). 
SBA’s size standards were previously 
organized according to Standard 
Industrial Classification (SIC) Codes. 
SIC Code 336211 ‘‘Motor Vehicle Body 
Manufacturing’’ applied a small 
business size standard of 1,000 
employees or fewer. SBA now uses size 
standards based on the North American 
Industry Classification System (NAICS), 
Subsector 336—Transportation 
Equipment Manufacturing, which 
provides a small business size standard 
of 1,000 employees or fewer for 
automobile manufacturing businesses. 
Other motor vehicle-related industries 
have lower size requirements that range 
between 500 and 750 employees. 

Many small businesses are subject to 
the penalty provisions of Title 49 U.S.C. 
Chapters 301 (motor vehicles in general 
and Section 30166) and 327 (odometer 
requirements); therefore, small 
businesses may be affected by the 
proposed adjustments in this NPRM. 
Entities that are potentially affected by 
the proposed amendments vary by 
statute and may include manufacturers 
of motor vehicles and motor vehicle 
equipment, sellers of vehicles and 
equipment, repair shops and others. 

The proposed adjustment to penalty 
amounts in 49 U.S.C. 30165(a)(1), 
relating to motor vehicle safety, in 
general, and in 49 U.S.C. 30165 (a)(3), 
relating to Section 30166, potentially 
impacts numerous entities including 
manufacturers, sellers and importers of 
motor vehicles and motor vehicle 
equipment. We do not have data on how 
many other entities within the ambit of 
49 U.S.C. 30165(a)(1) and (a)(3) are 
small businesses, but the number is 
considerable. 

The proposed adjustment to penalty 
amounts in Chapter 327 relating to 
odometer requirements potentially 
impacts a number of small businesses 
including repair businesses, used car 
dealers, businesses that are lessors of 
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vehicles, auction houses, and entities 
making devices that could change an 
odometer’s mileage. Although we do not 
have information on how many of these 
entities are small businesses, we believe 
a large percentage are small businesses. 

As noted throughout this preamble, 
this proposed rule on civil penalties 
would only increase the maximum 
penalty amounts that the agency could 
obtain for certain violations of 
provisions related to motor vehicle 
safety, in general, Section 30166 
violations, and odometer violations with 
intent to defraud. This proposed rule 
does not set the amount of penalties for 
any particular violation or series of 
violations. Under the statute for motor 
vehicle safety, the penalty provision 
requires the agency to take into account 
the size of a business when determining 
the appropriate penalty in an individual 
case. See 49 U.S.C. 30165(c). The statute 
for odometers does not directly address 
small business size as a consideration, 
but does require consideration of ‘‘any 
effect on the ability to continue doing 
business.’’ 49 U.S.C. 32709(a)(3)(B). The 
agency would consider the size of the 
business in such a calculation. 

The penalty adjustments that are 
being proposed would not affect our 
civil penalty policy under the Small 
Business Regulatory Enforcement 
Fairness Act (SBREFA). See 62 FR 
37115 (July 10, 1997). As a matter of 
policy, we intend to continue to 
consider the appropriateness of the 
penalty amount to the size of the 
business charged. 

Because this proposed regulation 
would not establish penalty amounts, it 
will not have a significant economic 
impact on small businesses. 

Small organizations and governmental 
jurisdictions would not be significantly 
affected as the price of motor vehicles 
and equipment ought not to change as 
the result of this proposed rule. As 
explained above, this action is limited 
to the proposed adoption of a statutory 
directive, and has been determined to be 
not ‘‘significant’’ under the Department 
of Transportation’s regulatory policies 
and procedures. 

Executive Order 13132 (Federalism) 
Executive Order 13132 requires 

NHTSA to develop an accountable 
process to ensure ‘‘meaningful and 
timely input by State and local officials 
in the development of regulatory 
policies that have federalism 
implications.’’ ‘‘Policies that have 
federalism implications’’ is defined in 
the Executive Order to include 
regulations that have ‘‘substantial direct 
effects on the States, on the relationship 
between the national government and 

the States, or on the distribution of 
power and responsibilities among the 
various levels of government.’’ Under 
Section 6 of Executive Order 13132, the 
agency may not issue a regulation with 
Federalism implications that imposes 
substantial direct compliance costs, and 
that is not required by statute, unless 
the Federal government provides the 
funds necessary to pay the direct 
compliance costs incurred by State and 
local governments, the agency consults 
with State and local governments, or the 
agency consults with State and local 
officials early in the process of 
developing the proposed regulation. 

This proposed rule will not have 
substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132. Thus, the 
requirements of Section 6 of the 
Executive Order do not apply. 

Unfunded Mandates Reform Act of 1995 
The Unfunded Mandates Reform Act 

of 1995, Pub. L. 104–4, requires agencies 
to prepare a written assessment of the 
cost, benefits and other effects of 
proposed or final rules that include a 
Federal mandate likely to result in the 
expenditure by State, local, or tribal 
governments, in the aggregate, or by the 
private sector, of more than $100 
million annually. Because this proposed 
rule will not have a $100 million effect, 
no Unfunded Mandates assessment will 
be prepared. 

Executive Order 12778 (Civil Justice 
Reform) 

This proposed rule does not have a 
retroactive or preemptive effect. Judicial 
review of a rule based on this proposal 
may be obtained pursuant to 5 U.S.C. 
702. That section does not require that 
a petition for reconsideration be filed 
prior to seeking judicial review. 

Paperwork Reduction Act 
In accordance with the Paperwork 

Reduction Act of 1980, we state that 
there are no requirements for 
information collection associated with 
this rulemaking action. 

List of Subjects in 49 CFR Part 578 
Motor vehicle safety, Penalties. 
In consideration of the foregoing, 49 

CFR part 578 is proposed to be amended 
as set forth below. 

PART 578—CIVIL AND CRIMINAL 
PENALTIES 

1. The authority citation for 49 CFR 
part 578 is amended to read as follows: 

Authority: Pub. L. 101–410, Pub. L. 104– 
134, 49 U.S.C. 30165, 30170, 30505, 32308, 
32309, 32507, 32709, 32710, 32912, and 
33115 as amended; delegation of authority at 
49 CFR 1.50. 

2. Section 578.6, paragraphs (a)(1), 
(a)(3) and (f)(2) are revised to read as 
follows: 

PART 578—CIVIL AND CRIMINAL 
PENALTIES 

§ 578.6 Civil penalties for violations of 
specified provisions of Title 49 of the United 
States Code. 

(a) * * * 
(1) In general. A person who violates 

any of sections 30112, 30115, 30117 
through 30122, 30123(a), 30125(c), 
30127, or 30141 through 30147 of Title 
49 of the United States Code or a 
regulation prescribed under any of those 
sections is liable to the United States 
Government for a civil penalty of not 
more than $6,000 for each violation. A 
separate violation occurs for each motor 
vehicle or item of motor vehicle 
equipment and for each failure or 
refusal to allow or perform an act 
required by any of those sections. The 
maximum civil penalty under this 
paragraph for a related series of 
violations is $17,350,000. 
* * * * * 

(3) Section 30166. A person who 
violates section 30166 of Title 49 of the 
United States Code or a regulation 
prescribed under that section is liable to 
the United States Government for a civil 
penalty for failing or refusing to allow 
or perform an act required under that 
section or regulation. The maximum 
penalty under this paragraph is $6,000 
per violation per day. The maximum 
penalty under this paragraph for a 
related series of daily violations is 
$17,350,000. 
* * * * * 

(f) * * * 
(2) A person that violates 49 U.S.C. 

Chapter 327 or a regulation prescribed 
or order issued thereunder, with intent 
to defraud, is liable to the United States 
Government for a civil penalty of three 
times the actual damages or $3,000, 
whichever is greater. 
* * * * * 

Issued on: August 10, 2010. 

O. Kevin Vincent, 
Chief Counsel. 
[FR Doc. 2010–20094 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–59–P 
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DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 622 

[Docket No. 100713296–0333–01] 

RIN 0648–BA06 

Fisheries of the Caribbean, Gulf of 
Mexico, and South Atlantic; Reef Fish 
Fishery of the Gulf of Mexico; 
Emergency Rule to Re-Open the 
Recreational Red Snapper Season 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Proposed emergency rule; 
request for comments. 

SUMMARY: NMFS issues this proposed 
emergency rule to authorize the 
Regional Administrator, Southeast 
Region, NMFS (RA) to re-open the Gulf 
of Mexico (Gulf) recreational red 
snapper season after the September 30, 
2010, end of the fishing season. Such a 
re-opening would only occur if NMFS 
determines that the recreational red 
snapper quota was not met by the 12:01 
a.m., local time, July 24, 2010, closure 
date. Because of the Deepwater Horizon 
MC252 oil spill and the associated large- 
area fishery closure (fishery closed area) 
in the north-central Gulf, the Gulf of 
Mexico Fishery Management Council 
(Council) requested NMFS publish this 
proposed emergency rule. The Council 
does not expect the recreational quota 
will be reached by the closure date 
because the fishery closed area is 
located where a substantial portion of 
the recreational red snapper fishing 
effort occurs. The intent of this 
rulemaking is to provide fishermen the 
opportunity to harvest the recreational 
red snapper quota, and flexibility to 
achieve the optimum yield for the 
fishery, thus enhancing social and 
economic benefits to the fishery. 
DATES: Comments must be received no 
later than 5 p.m., eastern time, on 
August 31, 2010. 
ADDRESSES: You may submit comments, 
identified by ‘‘0648–BA06’’, by any one 
of the following methods: 

• Electronic Submissions: Submit all 
electronic public comments via the 
Federal e-Rulemaking Portal http:// 
www.regulations.gov. 

• Fax: 727–824–5308, Attn: Steve 
Branstetter. 

• Mail: Steve Branstetter, Southeast 
Regional Office, NMFS, 263 13th 
Avenue South, St. Petersburg, FL 33701. 

Instructions: No comments will be 
posted for public viewing until after the 
comment period is over. All comments 
received are a part of the public record 
and will generally be posted to http:// 
www.regulations.gov without change. 
All Personal Identifying Information (for 
example, name, address, etc.) 
voluntarily submitted by the commenter 
may be publicly accessible. Do not 
submit Confidential Business 
Information or otherwise sensitive or 
protected information. 

To submit comments through the 
Federal e-Rulemaking Portal: http:// 
www.regulations.gov, enter ‘‘NOAA- 
NMFS–2010–0124 ‘‘ in the keyword 
search, then check the box labeled 
‘‘Select to find documents accepting 
comments or submissions’’, then select 
‘‘Send a Comment or Submission.’’ 
NMFS will accept anonymous 
comments (enter N/A in the required 
fields, if you wish to remain 
anonymous). Attachments to electronic 
comments will be accepted in Microsoft 
Word, Excel, WordPerfect, or Adobe 
PDF file formats only. 

Copies of the environmental 
assessment, the initial regulatory 
flexibility analysis (IRFA), and the 
regulatory impact review for this rule 
may be obtained from the Southeast 
Regional Office, NMFS, 263 13th 
Avenue S., St. Petersburg, FL 33701; 
telephone 727–824–5305; fax 727–824– 
5308; e-mail steve.branstetter@noaa.gov; 
or may be downloaded from the SERO 
Web site at http://sero.nfms.noaa.gov. 
FOR FURTHER INFORMATION CONTACT: 
Steve Branstetter, 727–824–5796. 
SUPPLEMENTARY INFORMATION: The Gulf 
reef fish fishery is managed under the 
Fishery Management Plan for the Reef 
Fish Resources of the Gulf of Mexico 
(FMP). The FMP was prepared by the 
Council and is implemented through 
regulations at 50 CFR part 622 under the 
authority of the Magnuson-Stevens 
Fishery Conservation and Management 
Act (Magnuson-Stevens Act). The 
Magnuson-Stevens Act provides the 
legal authority for the promulgation of 
emergency regulations under section 
305(c). 

Background 

On April 20, 2010, an incident 
involving a deepwater oil drilling 
platform occurred approximately 50 
miles (80.5 km) southeast of Venice, 
Louisiana. An explosion and subsequent 
fire damaged the Deepwater Horizon 
MC252 oil rig, which capsized and sank. 
Oil has continued to flow into the Gulf 
from a damaged well head on the sea 
floor. In response to the Deepwater 
Horizon MC252 oil spill, NMFS issued 

a series of emergency rules (75 FR 
24822, May 6, 2010; 75 FR 26679, May 
12, 2010; 75 FR 27217, May 14, 2010) 
to close a portion of the Gulf exclusive 
economic zone (EEZ) to all fishing. 
NMFS continues to adjust the spatial 
dimensions of the fishery closed area as 
new information becomes available 
regarding areas affected by the oil. 
Currently, EEZ waters are closed to all 
fishing from western Louisiana eastward 
to Pensacola, Florida, and reopened to 
finfish only in the EEZ waters from 
Pensacola to Cape San Blas, Florida. 
This fishery closed area has had a severe 
impact on recreational fishing efforts 
within the north-central Gulf, which is 
the primary fishing area for red snapper 
by the recreational sector. 

The recreational red snapper fishing 
season opened on June 1, 2010, and the 
fishing season ends on September 30, 
2010 (in accordance with regulations at 
50 CFR part 622.34(m)), unless the 
quota is met before this date, in which 
case NMFS will publish a notification in 
the Federal Register announcing an 
earlier closure date. NMFS announced 
the closure date on May 3, 2010 (75 FR 
23186), through a final rule that 
adjusted the recreational and 
commercial quotas for the red snapper. 
The closure date for the recreational red 
snapper season of 12:01 a.m., local time, 
July 24, 2010, was based on projections 
of when the recreational red snapper 
quota would be met. 

Need for This Proposed Emergency Rule 
Because of the Deepwater Horizon 

MC252 oil spill and the associated 
fishery closed area, the Council did not 
expect the recreational red snapper 
quota would be met by the projected 
closure date. Therefore, in a letter to the 
RA dated June 23, 2010, the Council 
requested that NMFS promulgate 
emergency regulations authorizing the 
RA to re-open the recreational red 
snapper season after the September 30, 
2010, closure. The re-opening would 
only occur if NMFS determines that the 
quota has not been met during the June 
1 through July 23 open season and the 
re-opening would otherwise be in 
accordance with the Magnuson-Stevens 
Act and other applicable law, taking 
into account the best available science. 
The ‘‘Policy Guidelines for the Use of 
Emergency Rules’’ (62 FR 44421, August 
21, 1997) list three criteria for 
determining whether an emergency 
exists. 

(1) Results from recent, unforeseen 
events or recently discovered 
circumstances; and 

(2) Presents serious conservation or 
management problems in the fishery; 
and 
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(3) Can be addressed through 
emergency regulations for which the 
immediate benefits outweigh the value 
of advance notice, public comment, and 
deliberative consideration of the 
impacts to the same extent as would be 
expected under the normal rulemaking 
process. 

This proposed rule meets all three 
criteria for promulgation of emergency 
regulations. This rule meets the first 
criteria for an emergency in that the 
explosion and subsequent sinking of the 
Deepwater Horizon MC252 oil rig and 
subsequent uncontrolled release of oil 
and the fishery closures it necessitated, 
constitutes recent unforeseen 
circumstances. 

The rule meets the second criteria for 
an emergency because the spread of oil, 
which resulted in the need for an 
unprecedented safety closure of more 
than 30 percent of the Gulf, has 
prevented fishermen from being able to 
fish for red snapper in this area. This 
reduction in fishing effort has resulted 
in economic hardship to the recreational 
fishing industry and reduced the 
likelihood the 3.403 million lb (1.544 
million kg) recreational quota would be 
reached before the July 24 closing date. 
The framework procedure under the 
FMP authorizes the RA to re-open a 
fishery that has been closed prematurely 
to allow the quota to be filled, but such 
authority extends only through 
September 30 for the recreational red 
snapper season. 

The rule meets the third criteria for an 
emergency because allowing the 
recreational season to re-open after 
September 30 will alleviate some of the 
economic hardship caused by the 
Deepwater Horizon MC252 oil spill. 
Neither a regulatory amendment nor a 
plan amendment can be implemented in 
time to provide economic relief to the 
recreational fishing community in 2010. 
The Council has determined an 
emergency rule is the only way to 
provide these potential benefits. 
However, based on the rationale 
provided below, NMFS has included a 
15-day comment period in this 
rulemaking to solicit comments on the 
economic effects associated with the 
proposed regulations. 

In accordance with the Council’s 
request for emergency action, this 
proposed rule would provide the 
authority to the RA to re-open the 
recreational red snapper season after 
September 30 if it is determined the 
quota was not met by July 24, thereby 
providing fishermen the opportunity to 
harvest the full recreational red snapper 
quota. The intent of this rule is to 
provide the flexibility necessary to 
achieve optimum yield for the fishery 

and increase social and economic 
benefits to fishery participants. 

NMFS currently has the authority to 
re-open the recreational red snapper 
season prior to September 30. However, 
because of the delay in obtaining 
harvest data, it is likely a re-opening 
could occur only a short time before 
September 30. If substantial amounts of 
recreational red snapper quota remain, 
the quota may not be caught by 
September 30. Without this rule, the 
fishing season would close on 
September 30 whether the quota was 
met or not. A re-opening after 
September 30 would have three possible 
outcomes. In the first outcome, the 
fishery closed area could remain closed 
and re-opening the recreational red 
snapper season would allow economic 
and social benefits to accrue to those 
fishermen who had access to the fishery 
prior to the July 24 closure. Under a 
second outcome, if the well head is 
permanently capped and portions of the 
current closed area are re-opened to 
fishing, re-opening the recreational red 
snapper season would allow economic 
and social benefits to be distributed to 
fishermen in different states and ports. 
In the third outcome, delaying the 
recreational red snapper season re- 
opening until after September 30 could 
increase the possibility of the fishery 
closed area being even larger. As a 
result, total economic benefits would be 
reduced for any recreational red snapper 
season re-opening. Because of these 
potential effects, NMFS is soliciting 
public comment on this proposed rule 
before making a final determination. 

Classification 
This action is issued pursuant to 

section 305(c) of the Magnuson-Stevens 
Fishery Conservation and Management 
Act (Magnuson-Stevens Act), 16 U.S.C. 
1855(c). 

This proposed emergency rule has 
been determined to be not significant for 
purposes of Executive Order 12866. 

NMFS prepared an IRFA, as required 
by section 603 of the Regulatory 
Flexibility Act. The IRFA describes the 
economic impact this proposed rule, if 
adopted, would have on small entities. 
A description of the action, why it is 
being considered, and the legal basis for 
this action are contained at the 
beginning of this section in the 
preamble and in the SUMMARY section of 
the preamble. A copy of this analysis is 
available from NMFS (see ADDRESSES). 
A summary of the analysis follows. 

The purpose of this proposed rule is 
to facilitate the harvest of optimum 
yield and maximize the social and 
economic benefits of the red snapper 
component of the recreational sector of 

the reef fish fishery. This is expected to 
be accomplished by providing an 
opportunity for fishermen who were 
prevented from fishing for or harvesting 
red snapper as a result of oil-related 
closures to fish for red snapper if it is 
determined the quota was not been met 
by July 24, 2010, and previously closed 
waters are re-opened. The Magnuson- 
Stevens Act provides the statutory basis 
for this proposed rule. 

This proposed rule, if implemented, 
would be expected to directly affect 
federally permitted for-hire fishing 
businesses that sell services to fish for 
red snapper in the Gulf of Mexico. The 
for-hire fleet is comprised of 
charterboats, which charge a fee on a 
vessel basis, and headboats, which 
charge a fee on an individual angler 
(head) basis. A Gulf reef fish for-hire 
permit is required to harvest red 
snapper in the Federal waters of the 
Gulf of Mexico. During 2009, there were 
1,424 Federal reef fish for-hire permits 
that were valid (non-expired) and, 
therefore, fishable for any portion of the 
year. Although the Federal for-hire 
permit does not distinguish between 
headboats and charter boats, an 
estimated 79 headboats operate in the 
Gulf of Mexico. 

It cannot be determined with 
available data how many of the for-hire 
vessels permitted to operate in the reef 
fish fishery fish for or harvest red 
snapper, either through directed effort 
or incidental harvest, so all permitted 
vessels are assumed, for this analysis, to 
comprise the universe of potentially 
affected vessels. The average charterboat 
is estimated to earn approximately 
$88,000 (2008 dollars) in annual 
revenues, while the average headboat is 
estimated to earn approximately 
$461,000 (2008 dollars). 

No other small entities have been 
identified that would be expected to be 
directly affected by this proposed 
action. 

The Small Business Administration 
has established size criteria for all major 
industry sectors in the U.S. including 
fish harvesters. A business involved in 
the for-hire fishing industry is classified 
as a small business if it is independently 
owned and operated, is not dominant in 
its field of operation (including its 
affiliates), and has combined annual 
receipts not in excess of $7.0 million 
(NAICS code 713990, recreational 
industries). Based on the average 
revenue estimates provided above, all 
for-hire vessels expected to be directly 
affected by this proposed rule are 
determined for the purpose of this 
analysis to be small business entities. 

This proposed rule would not 
establish any new reporting, record- 
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keeping, or other compliance 
requirements. No duplicative, 
overlapping, or conflicting Federal rules 
have been identified. 

As previously discussed, this 
proposed rule, if implemented, would 
be expected to directly affect all for-hire 
vessels that fish for red snapper. All 
vessels that possess a Federal reef fish 
for-hire permit may fish for red snapper. 
There were 1,424 vessels that possessed 
a valid (non-expired) Federal reef fish 
for-hire permit in 2009. While not all 
federally permitted reef fish for-hire 
vessels fish for red snapper, all such 
vessels are assumed, for the purpose of 
this analysis, to be potentially directly 
affected by this proposed rule. 

It cannot be determined, with 
available data, whether this proposed 
rule, if implemented, would result in a 
significant reduction in profits for a 
substantial number of small entities. 
Neither the number of affected entities 
nor the magnitude of effects can be 
determined with available data. This 
proposed rule would allow for the re- 
opening of the recreational red snapper 
season after September 30 if the quota 
has not been met during the June 1 
through July 23 fishing season. 
Assuming quota is available, re-opening 
the season after September 30 rather 
than prior to September 30 (which can 
occur under the status quo), may result 
in re-allocation of revenues and profits 
from for-hire businesses in some areas 
of the Gulf to businesses in other areas 
of the Gulf. This could occur if 
previously closed areas are re-opened 
and fishermen in those areas are able to 
go fishing, or if a larger area of the Gulf 
is closed due to an expansion of the 
presence of oil and fishermen in the 
newly closed area are not able to fish. 
Either situation may reduce the total 
revenues and profits that accrue to all 
relevant for-hire businesses. 

While specific quota underages 
cannot be forecast at this time, in the 
absence of this proposed rule (status 
quo), any re-opening, if appropriate and 
practical, would occur prior to 
September 30. As a result, resultant 
economic benefits would likely accrue 
to the same small business entities that 
have been able to sell red snapper for- 
hire trips during the June 1 through July 
23 fishing season. Delaying the re- 

opening of the season until after 
September 30 increases the opportunity 
that the fishery closed area expands and 
a reduction in revenues and profits for 
for-hire businesses previously able to 
operate in the fishery occurs. Delaying 
the re-opening also increases the 
opportunity that closed areas may be re- 
opened to fishing in general. 

While the re-opening of waters 
previously closed due to the oil spill 
would be expected to result in increased 
revenues and profits for for-hire 
businesses in adjacent communities, the 
total revenues associated with the 
remaining red snapper quota would 
potentially be distributed over a larger 
number of businesses (businesses near 
previously open areas and those near 
newly opened areas), resulting in a 
redistribution of revenues and a 
reduction in revenues to businesses that 
might have had less competitive access 
to the resource prior to September 30. 

Thus, re-opening of the red snapper 
recreational season after September 30 
could result in decreased profits overall 
(if the fishery closed area expands), and 
decreased profits for some business 
entities due to a re-distribution of 
revenues. However, due to uncertainty 
associated with these findings, public 
comment is solicited on whether this 
proposed rule would be expected to 
result in a significant reduction in 
profits for a substantial number of small 
entities. 

Two alternatives to the proposed 
action were considered. The first 
alternative to the proposed action would 
not allow any re-opening either before 
or after September 30 of recreational red 
snapper season if the quota is not met 
during the June 1 through July 23 
season. Failure to re-open the season 
and not allow the quota to be harvested 
would be expected to result in reduced 
profits to small business entities than 
the proposed action and would not 
achieve the Council’s objectives. 

The second alternative to the 
proposed action would re-open the 
recreational red snapper season before 
September 30 if quota is available 
(status quo). It cannot be determined 
with available data whether this 
alternative would be expected to result 
in an increase or decrease in profits to 
small business entities compared to the 

proposed action. If the season is re- 
opened before September 30, benefits 
could continue to accrue to fishermen 
who were fishing in the open areas 
before July 24. However, if the season 
re-opens after September 30, more of the 
fishery closed area could be re-opened 
and benefits could be dispersed among 
fishermen who were fishing before July 
24 as well as additional fishermen in or 
from other states or ports. Therefore, 
this alternative would not increase, as 
much as the proposed action, the 
opportunity for fishermen who have 
been prevented from fishing for or 
harvesting red snapper as a result of the 
fishery closed area to fish for any red 
snapper quota that is available after July 
23. As a result, this alternative would 
not achieve the Council’s objectives. 

List of Subjects in 50 CFR Part 622 

Fisheries, Fishing, Puerto Rico, 
Reporting and recordkeeping 
requirements, Virgin Islands. 

Dated: August 11, 2010. 
Samuel D. Rauch III, 
Deputy Assistant Administrator for 
Regulatory Programs, National Marine 
Fisheries Service. 

For the reasons set out in the 
preamble, 50 CFR part 622 is proposed 
to be amended as follows: 

PART 622—FISHERIES OF THE 
CARIBBEAN, GULF, AND SOUTH 
ATLANTIC 

1. The authority citation for part 622 
continues to read as follows: 

Authority: 16 U.S.C. 1801 et seq. 

2. In § 622.34, paragraph (m) is 
revised to read as follows: 

§ 622.34 Gulf EEZ seasonal and/or area 
closures. 

* * * * * 
(m) Closure of the recreational fishery 

for red snapper. The recreational fishery 
for red snapper in or from the Gulf EEZ 
is closed from January 1 through May 
31, each year. During the closure, the 
bag and possession limit for red snapper 
in or from the Gulf EEZ is zero. 
* * * * * 
[FR Doc. 2010–20191 Filed 8–11–10; 4:15 pm] 

BILLING CODE 3510–22–S 
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DEPARTMENT OF AGRICULTURE 

Forest Service 

Big Horn County Resource Advisory 
Committee 

AGENCY: Forest Service, USDA. 
ACTION: Notice of meeting. 

SUMMARY: The Big Horn County 
Resource Advisory Committee will meet 
in Basin, Wyoming. The committee is 
meeting as authorized under the Secure 
Rural Schools and Community Self- 
Determination Act (Pub. L. 110–343) 
and in compliance with the Federal 
Advisory Committee Act. The purpose 
is to hold the first meeting of the newly 
formed committee. 
DATES: The meeting will be held on 
September 1, 2010, and will begin at 9 
a.m. 
ADDRESSES: The meeting will be held at 
the Big Horn County Courthouse, 
Commissioners Meeting Room, 420 W. 
C Street, Basin, Wyoming. Written 
comments should be sent to Laurie 
Walters-Clark, Bighorn National Forest, 
2013 Eastside 2nd Street, Sheridan, 
Wyoming 82801. Comments may also be 
sent via e-mail to comments- 
bighorn@fs.fed.us, with the words Big 
Horn County RAC in the subject line. 
Facsimilies may be sent to 307–674– 
2668. 

All comments, including names and 
addresses when provided, are placed in 
the record and are available for public 
inspection and copying. The public may 
inspect comments received at Bighorn 
National Forest, 2013 Eastside 2nd 
Street, Sheridan, Wyoming 82801. 
Visitors are encouraged to call ahead to 
307–674–2600 to facilitate entry into the 
building. 
FOR FURTHER INFORMATION CONTACT: 
Laurie Walters-Clark, RAC coordinator, 
USDA, Bighorn National Forest, 2013 
Eastside 2nd Street, Sheridan, Wyoming 
82801; (307) 674–2627. 

Individuals who use 
telecommunication devices for the 
hearing impaired may call 1–307–674– 
2604 between 8 a.m. and 5 p.m., 
Mountain time, Monday through Friday. 
SUPPLEMENTARY INFORMATION: The 
meeting is open to the public. The 
following business will be conducted: 
(1) Introductions of all committee 
members and Forest Service personnel. 
(2) Selection of a chairperson by the 
committee members. (3) Receive 
materials explaining the process for 
considering and recommending Title II 
projects; and (4) Public Comment. 
Persons who wish to bring related 
matters to the attention of the 
Committee may file written statements 
with the Committee staff before or after 
the meeting. 

Dated: August 9, 2010. 
William T. Bass, 
Designated Federal Officer. 
[FR Doc. 2010–20087 Filed 8–13–10; 8:45 am] 

BILLING CODE 3410–11–P 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Notice of Lincoln County Resource 
Advisory Committee Meetings 

AGENCY: Forest Service, USDA. 
ACTION: Notice of meeting 

SUMMARY: Pursuant to the authorities in 
the Federal Advisory Committee Act 
(Public Law 92–463) and under the 
Secure Rural Schools and Community 
Self-Determination Act of 2000 (Pub. L. 
106–393) the Kootenai National Forest’s 
Lincoln County Resource Advisory 
Committee will meet on Tuesday, 
August 17, 2010 at 6 p.m. at the Forest 
Supervisor’s Office in Libby, Montana 
for a business meeting. The meeting is 
open to the public. 
DATES: August 17, 2010. 
ADDRESSES: Forest Supervisor’s Office, 
31374 U.S. Hwy 2, Libby, Montana. 
FOR FUTHER INFORMATION CONTACT: 
Janette Turk, Committee Coordinator, 
Kootenai National Forest at (406) 283– 
7764, or e-mail jturk@fs.fed.us. 
SUPPLEMENTARY INFORMATION: Agenda 
will include new member introductions, 
RAC recommendations to the 
Designated Forest Official (DFO), 
timeline for submission of RAC 
proposals, and local contracting 

opportunities. If the meeting date or 
location is changed, notice will be 
posted in the local newspapers, 
including the Daily Interlake based in 
Kalispell, Montana. 

Dated: August 3, 2010. 
Paul Bradford, 
Forest Supervisor. 
[FR Doc. 2010–19699 Filed 8–13–10; 8:45 am] 

BILLING CODE 3410–11–P 

DEPARTMENT OF AGRICULTURE 

Foreign Agricultural Service 

Trade Adjustment Assistance for 
Farmers 

AGENCY: Foreign Agricultural Service, 
USDA. 
ACTION: Notice. 

The Administrator of the Foreign 
Agricultural Service (FAS) today 
accepted and began a review of a 
petition for trade adjustment assistance 
filed under the Fiscal Year 2011 
program by the New Hampshire 
Commercial Fisherman’s Association on 
behalf of northeast multi-species fish 
producers in Connecticut, Maine, 
Maryland, Massachusetts, New 
Hampshire, New Jersey, New York, and 
Rhode Island. A public hearing, 
requested by the petitioners, was held 
August 12, 2010, so they could present 
evidence showing that imported ground 
fish are in direct competition with 
eastern ground fish production in the 
Northeastern region. The Administrator 
will determine within 40 days whether 
increasing imports of multi-species fish 
contributed importantly to a greater 
than 15-percent decrease in the average 
annual price of multi-species fish 
compared to the average of the three 
preceding marketing years. If a 
determination is affirmative, producers 
who produce and market multi-species 
fish in Connecticut, Maine, Maryland, 
Massachusetts, New Hampshire, New 
Jersey, New York, and Rhode Island will 
be eligible to apply to the Farm Service 
Agency for free technical assistance and 
cash benefits. 
FOR FURTHER INFORMATION CONTACT: 
Trade Adjustment Assistance for 
Farmers Program Staff, FAS, USDA by 
phone: (202) 720–0638 or (202) 690– 
0633; or by e-mail at: 
tradeadjustment@fas.usda.gov; or visit 
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the TAA for Farmers’ Web site: http:// 
www.fas.usda.gov/itp/taa. 

Dated: August 3, 2010. 
Suzanne Hale, 
Acting Administrator, Foreign Agricultural 
Service. 
[FR Doc. 2010–20315 Filed 8–13–10; 8:45 am] 

BILLING CODE 3410–10–P 

DEPARTMENT OF COMMERCE 

Submission for OMB Review; 
Comment Request 

The Department of Commerce will 
submit to the Office of Management and 
Budget (OMB) for clearance the 
following proposal for collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). 

Agency: National Oceanic and 
Atmospheric Administration (NOAA). 

Title: Regional Economic Data 
Collection Program for Southeast 
Alaska. 

OMB Control Number: None. 
Form Number(s): NA. 
Type of Request: Regular submission 

(request for review of a new collection). 
Number of Respondents: 394. 
Average Hours per Response: Mail 

surveys and follow-up telephone 
interviews, 20 minutes; interviews with 
key informants, 40 minutes. 

Burden Hours: 148. 
Needs and Uses: This request is for 

review of a new information collection. 
The regional or community economic 
analysis of proposed fishery 
management policies is required by the 
Magnuson-Stevens Fishery 
Conservation and Management Act, 
National Environmental Policy Act, and 
Executive Order 12866, among others. 
To satisfy these mandates and inform 
policymakers and the public of the 
likely regional economic impacts 
associated with fishery management 
policies, appropriate economic models 
and the data to implement them are 
needed. 

Much of the data required for regional 
economic analysis associated with 
Southeast Alaska fisheries are either 
unavailable or unreliable. Accurate 
fishery-level data on employment, labor 
income, and expenditures in the 
Southeast Alaska fishery and related 
industries are not currently available 
but are needed to estimate the effects of 
fisheries on the economy of Southeast 
Alaska. In this planned survey effort, 
data on these important regional 
economic variables will be collected 
and used to develop models that will 
provide more reliable estimates and 

significantly improve policymakers’ 
ability to assess policy effects on 
fishery-dependent communities in 
Southeast Alaska. The survey will be 
conducted one-time only. The survey 
(mailed) will request data on 
employment, labor payments, and other 
expenditures from owners of 1,700 
vessels that delivered fish to Southeast 
Alaska processors in 2009. 

Affected Public: Business or other for- 
profit organizations. 

Frequency: One time. 
Respondent’s Obligation: Voluntary. 
OMB Desk Officer: David Rostker, 

(202) 395–3897. 
Copies of the above information 

collection proposal can be obtained by 
calling or writing Diana Hynek, 
Departmental Paperwork Clearance 
Officer, (202) 482–0266, Department of 
Commerce, Room 6616, 14th and 
Constitution Avenue, NW., Washington, 
DC 20230 (or via the Internet at 
dHynek@doc.gov). 

Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to David Rostker, OMB Desk 
Officer, FAX number (202) 395–7285, or 
David_Rostker@omb.eop.gov. 

Dated: August 10, 2010. 
Gwellnar Banks, 
Management Analyst, Office of the Chief 
Information Officer. 
[FR Doc. 2010–20127 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

National Estuarine Research Reserve 
System 

AGENCY: Estuarine Reserves Division, 
Office of Ocean and Coastal Resource 
Management, National Ocean Service, 
National Oceanic and Atmospheric 
Administration, U.S. Department of 
Commerce. 
ACTION: Notice of Comment Period for 
Revised Management Plans for the 
following National Estuarine Research 
Reserves: Narragansett Bay, RI and 
Tijuana River, CA. 

SUMMARY: Notice is hereby given that 
the Estuarine Reserves Division, Office 
of Ocean and Coastal Resource 
Management, National Ocean Service, 
National Oceanic and Atmospheric 
Administration (NOAA), U.S. 
Department of Commerce is announcing 
a thirty day comment period for the 
revised management plans of the 

Narragansett Bay, RI National Estuarine 
Research Reserve and the Tijuana, CA 
National Estuarine Research Reserve. 
The Narragansett Bay, RI Reserve plan 
calls for an expansion to their boundary 
and the Tijuana, CA Reserve plan calls 
for a reduction to their boundary. 

The revised management plan for the 
Narragansett Bay, RI National Estuarine 
Research Reserve outlines the 
administrative structure; the education, 
training, stewardship, and research 
goals of the reserve; and the plans for 
future land acquisition and facility 
development to support reserve 
operations. The objectives described in 
this plan are designed to address the 
most critical coastal issues in 
Narragansett Bay such as wastewater 
and stormwater management, coastal 
and watershed development, and 
invasive species management. Since the 
last approved management plan in 1998, 
the reserve has become fully staffed; 
added a coastal training program that 
delivers science-based information to 
key decision makers; and added 
significant monitoring of invasive 
species, water quality, fish and bird 
populations. In addition to 
programmatic and staffing advances, the 
reserve upgraded visiting research 
facilities, space available for education 
and storage, and has increased the 
availability of dock space for research 
and educational programming. 

This management plan calls for a 
boundary expansion of 156 acres. The 
lands consist of one 128 acre parcel on 
the northern end of Prudence Island that 
is adjacent to current reserve property 
and the addition of the 28 acre Dyer 
Island. Dyer Island Habitats include 
coastal brush, salt marsh, cobble 
beaches, and both hard and soft 
substrate submerged lands. The island is 
considered a critical bird rookery and 
hosts an unusual amount of macroalgal 
diversity and rare examples of 
unditched salt marsh habitat. The 128 
acre Ballard Property on Prudence 
Island consists of forested land with 
early successional shrubland and 
grassland communities as well as an 
important freshwater creek and the 
associated wetlands. The Dyer Island 
property will provide opportunities for 
research and passive recreation while 
the easily accessed Prudence Island 
parcel will be appropriate for education, 
recreation, and upland research 
purposes. This plan can be accessed for 
review at http://www.nbnerr.org. 

The revised management plan for the 
Tijuana River National Estuarine 
Research Reserve outlines a framework 
of overarching goals and program 
specific objectives that will guide the 
education, training, stewardship, and 
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1 See Laminated Woven Sacks from the People’s 
Republic of China: Extension of the Time Limit for 
the Preliminary Results of the Antidumping Duty 
Administrative Review, 75 FR 20564 (April 20, 
2010). 

2 As explained in the memorandum from the 
Deputy Assistant Secretary for Import 
Administration, the Department has exercised its 
discretion to toll deadlines for the duration of the 
closure of the Federal Government from February 
5, through February 12, 2010. As a result, all 
deadlines in this segment of the proceeding have 
been extended by seven days, and the revised 
deadline for the preliminary results became May 10, 
2010. See Memorandum to the Record from Ronald 
Lorentzen, DAS for Import Administration, 
regarding ‘‘Tolling of Administrative Deadlines As 
a Result of the Government Closure During the 
Recent Snowstorm,’’ dated February 12, 2010. 

3 Petitioners are the Laminated Woven Sacks 
Committee and its individual members, Coating 

Excellence International and Polytex Fibers 
Corporation. 

research programs of the reserve; 
updates the reserve boundary; proposes 
criteria for boundary expansion 
activities through acquisition and/or 
mitigation; as well as outlines plans for 
facility use and development to support 
reserve operations. The goals described 
in this plan are designed to provide a 
framework that supports program 
integration for collaborative 
management in a highly urbanized bi- 
national watershed. 

Since the last approved management 
plan in 2000, the reserve has become 
fully staffed; added a coastal training 
program that delivers science-based 
information to key decision makers; 
developed a robust volunteer program 
that provides broad support to Reserve 
programs; added a bi-nationally focused 
Watershed Program; completed habitat 
restoration projects to improve estuary 
function; improved management of 
sediment delivery to the estuary; and 
constructed facilities to support 
essential functions of the reserve 
including interpretive structures, staff 
offices, and on-site laboratory. 

This management plan amends the 
boundary of the reserve to be 2,293 
acres, 220 acres less, as a result of 
excluding the Border Infrastructure 
System completed since the last 
approved management plan. This plan 
can be accessed for review at trnerr.org/ 
visitors_center.html. 
FOR FURTHER INFORMATION CONTACT: 
Alison Krepp at (301) 563–7105 or 
Laurie McGilvray at (301) 563–1158 of 
NOAA’s National Ocean Service, 
Estuarine Reserves Division, 1305 East- 
West Highway, N/ORM5, 10th floor, 
Silver Spring, MD 20910. 

Dated: August 9, 2010. 
Donna Wieting, 
Director, Office of Ocean and Coastal, 
Resource Management, National Oceanic and 
Atmospheric Administration. 
[FR Doc. 2010–20196 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–08–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

(A–570–916) 

Laminated Woven Sacks from the 
People’s Republic of China: Extension 
of the Time Limit for the Preliminary 
Results of the Antidumping Duty 
Administrative Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
DATES: August 16, 2010. 

FOR FURTHER INFORMATION CONTACT: 
Brandon Farlander, AD/CVD 
Operations, Import Administration, 
International Trade Administration, 
U.S. Department of Commerce, 14th 
Street and Constitution Avenue, NW, 
Washington, DC 20230, telephone: (202) 
482–0182. 
SUPPLEMENTARY INFORMATION: On 
September 22, 2009, the Department of 
Commerce (‘‘the Department’’) published 
in the Federal Register a notice of 
initiation of an administrative review of 
the antidumping duty order on 
laminated woven sacks from the 
People’s Republic of China. See 
Initiation of Antidumping and 
Countervailing Duty Administrative 
Reviews and Request for Revocation in 
Part, 74 FR 48224 (September 22, 2009). 
The period of review (‘‘POR’’) is January 
31, 2008, through July 31, 2009. On 
April 20, 2010,1 the Department 
extended the preliminary results by 90 
days so the current due date is August 
9, 2010, which is the first business day 
after the 90-day extended due date of 
August 8, 2010.2 

Extension of Time Limit for Preliminary 
Results 

Pursuant to section 751(a)(3)(A) of the 
Tariff Act of 1930, as amended (the 
‘‘Act’’), the Department shall make a 
preliminary determination in an 
administrative review of an 
antidumping duty order within 245 
days after the last day of the anniversary 
month of the date of publication of the 
order. However, if it is not practicable 
to complete the review within this time 
period, section 751(a)(3)(A) of the Act 
allows the Department to extend the 
time period to a maximum of 365 days. 

The Department has already extended 
the preliminary results by 90 days but 
an additional 30-day extension is 
necessary because the Department needs 
additional time to analyze and review 
Petitioners’3 newly submitted 

allegations as well as to request and 
analyze additional information from 
Zibo Aifudi Plastic Packaging Co., Ltd. 
in a supplemental questionnaire. 
Therefore, in accordance with section 
751(a)(3)(A) of the Act, the Department 
is extending the time period for 
completing the preliminary results of 
the instant administrative review by 30 
days from August 8, 2010, until 
September 7, 2010. The final results 
continue to be due 120 days after the 
publication of the preliminary results. 

This notice is published pursuant to 
sections 751(a) and 777(i) of the Act. 

Dated: August 5, 2010. 
Edward C. Yang, 
Acting Deputy Assistant Secretary for 
Antidumping and Countervailing Duty 
Operations. 
[FR Doc. 2010–20202 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–570–894] 

Notice of Extension of Time Limit for 
Final Results of Antidumping Duty 
Administrative Review: Certain Tissue 
Paper Products from the People’s 
Republic of China 

AGENCY: Import Administration, 
International Trade Administration, 
U.S. Department of Commerce. 
FOR FURTHER INFORMATION CONTACT: 
Brian Smith or Gemal Brangman, AD/ 
CVD Operations, Office 2, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC, 20230; 
telephone: (202) 482–1766 or (202) 482– 
3773, respectively. 
SUPPLEMENTARY INFORMATION: 

Background 
On April 13, 2010, the Department of 

Commerce (the Department) published 
in the Federal Register the preliminary 
results of the administrative review of 
the antidumping duty order on certain 
tissue paper products from the People’s 
Republic of China (‘‘PRC’’), covering the 
period March 1, 2008, through February 
28, 2009. See Certain Tissue Paper 
Products from the People’s Republic of 
China: Preliminary Results and Partial 
Rescission of the 2008–2009 
Administrative Review, 75 FR 18812 
(April 13, 2010). The current deadline 
for the final results of this review is 
August 11, 2010. 
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1 See Memorandum to the File from Team Leader, 
entitled, ‘‘Data on Labor Wage,’’ dated July 14, 2010. 

1 Phuong Nam claims that this name change was 
required to achieve the company’s goal of listing the 
company on the Ho Chi Minh City Stock Exchange. 

2 ‘‘Tails’’ in this context means the tail fan, which 
includes the telson and the uropods. 

Extension of Time Limits for Final 
Results of Review 

Section 751(a)(3)(A) of the Tariff Act 
of 1930, as amended (‘‘the Act’’), 
requires the Department to issue the 
final results of the review of an 
antidumping duty order within 120 
days after the date on which the 
preliminary results are published in the 
Federal Register. If it is not practicable 
to complete the review within this time 
period, the Department may extend that 
120-day period to 180 days. 

The Department finds that it is not 
practicable to complete the final results 
of this review within the current time 
frame, as it requires additional time to 
properly analyze the arguments 
submitted by the interested parties in 
their case and rebuttal briefs, and on the 
surrogate labor value data the 
Department placed on the record for 
comment by the parties.1 Furthermore, 
the Department requested additional 
information on August 9, 2010, on the 
surrogate value for labor due to a recent 
finding that the wage rate reported by 
the International Labor Organization for 
Honduras, which is part of our aggregate 
surrogate value for labor, was 
inaccurate. See Certain Frozen 
Warmwater Shrimp from the Socialist 
Republic of Vietnam: Final Results and 
Partial Rescission of Antidumping Duty 
Administrative Review, dated July 30, 
2010, and accompanying Issues and 
Decision Memorandum at Comment 9. 
As a result, the Department requires 
additional time to solicit comments 
from interested parties on this issue, 
and to properly analyze the arguments 
submitted. 

Therefore, in accordance with section 
751(a)(3)(A) of the Act, the Department 
is extending the time limit for 
completion of the final results of this 
review until October 12, 2010, which is 
the next business day after 180 days 
after the date on which the notice of the 
preliminary results was published in the 
Federal Register. 

We are issuing and publishing this 
notice in accordance with sections 
751(a)(1) and 777(i)(1) of the Act. 

Dated: August 9, 2010. 

Edward Yang, 
Acting Deputy Assistant Secretary for 
Antidumping and Countervailing Duty 
Operations. 
[FR Doc. 2010–20189 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–552–802] 

Notice of Final Results of Antidumping 
Duty Changed–Circumstances Review: 
Frozen Warmwater Shrimp from 
Vietnam 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: On June 30, 2010, the 
Department of Commerce (‘‘the 
Department’’) published a notice of 
initiation and the preliminary results of 
its changed–circumstances review of the 
antidumping duty order on frozen 
warmwater shrimp from the Socialist 
Republic of Vietnam (‘‘Vietnam’’) in 
which it preliminarily determined that 
Phuong Nam Foodstuff Corp. is the 
successor–in-interest to Phuong Nam 
Co., Ltd., and that as such, Phuong Nam 
Foodstuff Corp is the successor–in- 
interest to Phuong Nam Co., Ltd. with 
respect to entries of subject 
merchandise. We gave interested parties 
the opportunity to comment on our 
preliminary results. We received no 
comments. Therefore, for these final 
results, the Department is adopting its 
preliminary determination that Phuong 
Nam Foodstuff Corp. is the successor– 
in-interest to Phuong Nam Co., Ltd. 
EFFECTIVE DATE: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: Scot 
Fullerton at (202) 482–1386 or Steven 
Hampton at (202) 482–0116, AD/CVD 
Operations, Office 9, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC 20230. 
SUPPLEMENTARY INFORMATION: 

Background 
The Department published the 

antidumping duty order on frozen 
warmwater shrimp from Vietnam on 
February 1, 2005. See Notice of 
Amended Final Determination of Sales 
at Less Than Fair Value and 
Antidumping Duty Order: Certain 
Frozen Warmwater Shrimp From the 
Socialist Republic of Vietnam, 70 FR 
5152 (February 1, 2005) (‘‘VN Shrimp 
Order’’). Phuong Nam Co., Ltd., and 
Phuong Nam Foodstuff Corp. 
(collectively ‘‘Phuong Nam’’) 
participated in the third and fourth 
administrative reviews of the VN 
Shrimp Order and requested an 
administrative review, and subsequent 
revocation, for the fifth administrative 
review. 

On May 14, 2010, Phuong Nam 
informed the Department that Phuong 

Nam Co., Ltd., had changed its name to 
Phuong Nam Foodstuff Corp. and 
petitioned the Department to conduct a 
changed–circumstances review to 
confirm that Phuong Nam Foodstuff 
Corp. is the successor–in-interest to 
Phuong Nam Co., Ltd., for purposes of 
determining antidumping duties as a 
result of the VN Shrimp Order.1 

Upon review of the information 
submitted by Phuong Nam, the 
Department determined that an 
expedited review was practicable and, 
on June 30, 2010, issued a combined 
notice of initiation and preliminary 
results. See Frozen Warmwater Shrimp 
From Vietnam: Initiation and 
Preliminary Results of Changed– 
Circumstances Review, 75 FR 37757 
(June 30, 2010) (‘‘Preliminary Results’’). 
In its Preliminary Results, the 
Department provided all interested 
parties with an opportunity to comment 
or request a public hearing regarding the 
Department’s finding that Phuong Nam 
Foodstuff Corp. is the successor–in- 
interest to Phuong Nam Co., Ltd. We did 
not receive any comments or any 
requests for a public hearing. 

Scope of the Order 
The scope of this order includes 

certain frozen warmwater shrimp and 
prawns, whether wild–caught (ocean 
harvested) or farm–raised (produced by 
aquaculture), head–on or head–off, 
shell–on or peeled, tail–on or tail–off,2 
deveined or not deveined, cooked or 
raw, or otherwise processed in frozen 
form. 

The frozen warmwater shrimp and 
prawn products included in the scope of 
this order, regardless of definitions in 
the Harmonized Tariff Schedule of the 
United States (‘‘HTSUS’’), are products 
which are processed from warmwater 
shrimp and prawns through freezing 
and which are sold in any count size. 

The products described above may be 
processed from any species of 
warmwater shrimp and prawns. 
Warmwater shrimp and prawns are 
generally classified in, but are not 
limited to, the Penaeidae family. Some 
examples of the farmed and wild– 
caught warmwater species include, but 
are not limited to, whiteleg shrimp 
(Penaeus vannemei), banana prawn 
(Penaeus merguiensis), fleshy prawn 
(Penaeus chinensis), giant river prawn 
(Macrobrachium rosenbergii), giant tiger 
prawn (Penaeus monodon), redspotted 
shrimp (Penaeus brasiliensis), southern 
brown shrimp (Penaeus subtilis), 
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southern pink shrimp (Penaeus 
notialis), southern rough shrimp 
(Trachypenaeus curvirostris), southern 
white shrimp (Penaeus schmitti), blue 
shrimp (Penaeus stylirostris), western 
white shrimp (Penaeus occidentalis), 
and Indian white prawn (Penaeus 
indicus). 

Frozen shrimp and prawns that are 
packed with marinade, spices, or sauce 
are included in the scope of this order. 
In addition, food preparations, which 
are not ‘‘prepared meals,’’ that contain 
more than 20 percent by weight of 
shrimp or prawn are also included in 
the scope of this order. 

Excluded from the scope are: 1) 
breaded shrimp and prawns (HTUS 
subheading 1605.20.10.20); 2) shrimp 
and prawns generally classified in the 
Pandalidae family and commonly 
referred to as coldwater shrimp, in any 
state of processing; 3) fresh shrimp and 
prawns whether shell–on or peeled 
(HTUS subheadings 0306.23.00.20 and 
0306.23.00.40); 4) shrimp and prawns in 
prepared meals (HTUS subheading 
1605.20.05.10); 5) dried shrimp and 
prawns; 6) canned warmwater shrimp 
and prawns (HTUS subheading 
1605.20.10.40); 7) certain dusted 
shrimp; and 8) certain battered shrimp. 
Dusted shrimp is a shrimp–based 
product: 1) that is produced from fresh 
(or thawed–from-frozen) and peeled 
shrimp; 2) to which a ‘‘dusting’’ layer of 
rice or wheat flour of at least 95 percent 
purity has been applied; 3) with the 
entire surface of the shrimp flesh 
thoroughly and evenly coated with the 
flour; 4) with the non–shrimp content of 
the end product constituting between 
four and 10 percent of the product’s 
total weight after being dusted, but prior 
to being frozen; and 5) that is subjected 
to individual quick freezing (‘‘IQF’’) 
immediately after application of the 
dusting layer. Battered shrimp is a 
shrimp–based product that, when 
dusted in accordance with the 
definition of dusting above, is coated 
with a wet viscous layer containing egg 
and/or milk, and pan–fried. 

The products covered by this order 
are currently classified under the 
following HTSUS subheadings: 
0306.13.00.03, 0306.13.00.06, 
0306.13.00.09, 0306.13.00.12, 
0306.13.00.15, 0306.13.00.18, 
0306.13.00.21, 0306.13.00.24, 
0306.13.00.27, 0306.13.00.40, 
1605.20.10.10, and 1605.20.10.30. These 
HTSUS subheadings are provided for 
convenience and for customs purposes 
only and are not dispositive, but rather 
the written description of the scope of 
this order is dispositive. 

Final Results of Changed– 
Circumstances Review 

For the reasons stated in the 
Preliminary Results and because we 
received no comments to the contrary, 
the Department continues to find that 
Phuong Nam Foodstuff Corp. is the 
successor–in-interest to Phuong Nam 
Co., Ltd. Consequently, the Department 
will instruct U.S. Customs and Border 
Protection (‘‘CBP’’) to apply the cash– 
deposit rate in effect for Phuong Nam 
Co., Ltd., to all entries of the subject 
merchandise from Phuong Nam 
Foodstuff Corp. that were entered, or 
withdrawn from warehouse, for 
consumption on or after the date of 
publication of the final results of this 
changed–circumstances review. See 
Granular Polytetrafluoroethylene Resin 
from Italy: Final Results of Antidumping 
Duty Changed Circumstances Review, 
68 FR 25327 (May 12, 2003). 

This determination and this notice are 
in accordance with sections 751(b)(1) 
and 777(i)(1) of the Tariff Act of 1930, 
as amended, and 19 CFR 351.216. 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Sectary for Import 
Administration. 
[FR Doc. 2010–20245 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

RIN 0648–XY19 

Pacific Fishery Management Council; 
Public Meeting 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice of public meeting. 

SUMMARY: The Pacific Fishery 
Management Council’s (Pacific Council) 
Coastal Pelagic Species Management 
Team (CPSMT) and Coastal Pelagic 
Species Advisory Subpanel (CPSAS) 
will hold a joint meeting by telephone 
conference that is open to the public. 
DATES: The telephone conference will be 
held Thursday, September 2, from 10 
a.m. to 11:30 a.m. or when business for 
the day is completed. 
ADDRESSES: A public listening station 
will be available at the following 
location: 

Pacific Fishery Management Council, 
Small Conference Room, 7700 NE 
Ambassador Place, Suite 101, Portland, 
OR 97220–1384, 503–820–2280. 

Council address: Pacific Fishery 
Management Council, 7700 NE 
Ambassador Place, Suite 101, Portland, 
Oregon 97220–1384. 
FOR FURTHER INFORMATION CONTACT: 
Kerry Griffin, Staff Officer; telephone: 
503–820–2280. 
SUPPLEMENTARY INFORMATION: The 
primary purpose of the work session is 
to review and discuss two draft terms of 
reference (TOR) for new coastal pelagic 
species (CPS) survey methodologies and 
for the upcoming Stock Assessment 
Review process. The CPSAS and 
CPSMT are not scheduled to meet 
during the September Council meeting, 
and may therefore develop written 
statements on these documents to the 
Pacific Fishery Management Council for 
consideration at its September meeting. 

Although non-emergency issues not 
contained in the meeting agenda may 
come before the CPSMT and CPSAS for 
discussion, those issues may not be the 
subject of formal action during this 
meeting. CPSMT and CPSAS action will 
be restricted to those issues specifically 
listed in this notice and any issues 
arising after publication of this notice 
that require emergency action under 
Section 305(c) of the Magnuson-Stevens 
Fishery Conservation and Management 
Act, provided the public has been 
notified of the CPSMT’s intent to take 
final action to address the emergency. 

Special Accommodations 
This meeting is physically accessible 

to people with disabilities. Requests for 
sign language interpretation or other 
auxiliary aids should be directed to Ms. 
Carolyn Porter at 503–820–2280 at least 
five days prior to the meeting date. 

Dated: August 11, 2010 
Tracey L. Thompson, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. 2010–20146 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–22–S 

DEPARTMENT OF COMMERCE 

Economics and Statistics 
Administration 

Bureau of Economic Analysis Advisory 
Committee 

AGENCY: Bureau of Economic Analysis. 
ACTION: Notice of public meeting. 

SUMMARY: Pursuant to the Federal 
Advisory Committee Act (Pub. L. 92– 
463 as amended by Pub. L. 94–409, Pub. 
L. 96–523, Pub. L. 97–375 and Pub. L. 
105–153), we are announcing a meeting 
of the Bureau of Economic Analysis 
Advisory Committee. The meeting will 
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1 Petitioners are VAM Drilling USA, Inc., Texas 
Steel Conversions, Inc., Rotary Drilling Tools, TMK 
IPSCO, and United Steel, Paper and Forestry, 
Rubber, Manufacturing, Energy, Allied Industrial 
and Service Workers International Union, AFL-CIO- 
CLC. 

2 This public document and all other public 
documents and public versions are available on the 
public file located in the Department’s Central 
Records Unit (CRU), Room 1117 of the main 
Commerce building. 

3 The DP Master Group is DP Master 
Manufacturing Co., Ltd. (DP Master), Jiangyin 
Sanliang Petroleum Machinery Co., Ltd. (SPM), 
Jiangyin Liangda Drill Pipe Co., Ltd. (Liangda), 
Jiangyin Sanliang Steel Pipe Trading Co., Ltd. 
(SSP), and Jiangyin Chuangxin Oil Pipe Fittings Co., 
Ltd. (Chuangxin). 

4 Prior to February 2, 2007, these imports entered 
under different tariff classifications, including 
7304.21.3000, 7304.21.6030, 7304.21.6045, and 
7304.21.6060. 

address ways in which the national 
economic accounts can be presented 
more effectively for current economic 
analysis and recent statistical 
developments in national accounting. 
DATES: Friday, November 5, 2010, the 
meeting will begin at 9 a.m. and adjourn 
at 3:30 p.m. 
ADDRESSES: The meeting will take place 
at the Bureau of Economic Analysis at 
1441 L St., NW., Washington, DC. 
FOR FURTHER INFORMATION CONTACT: 
Dorothy Andrake, Bureau of Economic 
Analysis, U.S. Department of 
Commerce, Washington, DC 20230; 
telephone number: (202) 606–9630. 

Public Participation: This meeting is 
open to the public. Because of security 
procedures, anyone planning to attend 
the meeting must contact Dorothy 
Andrake of BEA at (202) 606–9630 in 
advance. The meeting is physically 
accessible to people with disabilities. 
Requests for foreign language 
interpretation or other auxiliary aids 
should be directed to Dorothy Andrake 
at (202) 606–9630. 
SUPPLEMENTARY INFORMATION: The 
Committee was established September 
2, 1999. The Committee advises the 
Director of BEA on matters related to the 
development and improvement of BEA’s 
national, regional, industry, and 
international economic accounts, 
especially in areas of new and rapidly 
growing economic activities arising 
from innovative and advancing 
technologies, and provides 
recommendations from the perspectives 
of the economics profession, business, 
and government. This will be the 
Committee’s twenty-first meeting. 

Dated: August 10, 2010. 
Brian C. Moyer, 
Acting Deputy Director, Bureau of Economic 
Analysis. 
[FR Doc. 2010–20219 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–06–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[C–570–966] 

Drill Pipe from the People’s Republic 
of China: Notice of Preliminary 
Affirmative Determination of Critical 
Circumstances 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: The Department of Commerce 
(the Department) has preliminarily 
determined that critical circumstances 
exist with respect to imports of drill 

pipe from the People’s Republic of 
China (PRC). 
EFFECTIVE DATE: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Kristen Johnson or Eric Greynolds, AD/ 
CVD Operations, Office 3, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, Room 4014, 14th Street and 
Constitution Avenue, NW, Washington, 
DC 20230; telephone: 202–482–4793 
and 202–482–6071, respectively. 
SUPPLEMENTARY INFORMATION: 

Case History 

On December 31, 2009, the 
Department received the petition filed 
in proper form by the petitioners.1 This 
investigation was initiated on January 
20, 2010. See Drill Pipe From the 
People’s Republic of China: Initiation of 
Countervailing Duty Investigation, 75 FR 
4345 (January 27, 2010). The affirmative 
preliminary determination was 
published on June 11, 2010. See Drill 
Pipe From the People’s Republic of 
China: Preliminary Affirmative 
Countervailing Duty Determination, 75 
FR 33245 (June 11, 2010) (Preliminary 
Determination). On July 8, 2010, 
petitioners alleged that critical 
circumstances exist with respect to 
imports of drill pipe from the PRC. See 
Petitioners’ Critical Circumstances 
Allegation (July 8, 2010).2 On July 12, 
2010, the Department requested from 
the DP Master Group,3 the respondent, 
monthly shipment data of subject 
merchandise to the United States for the 
period August 2009 through May 2010. 
See Department’s Third Supplemental 
Questionnaire issued to the DP Master 
Group (July 12, 2010) at 2. On July 13, 
2010, petitioners submitted U.S. Census 
Data in support of their allegation. See 
Petitioners’ Census Bureau Data 
submission (July 13, 2010). On July 21, 
2010, the DP Master Group submitted to 
the Department its monthly shipment 
data, which included data covering the 
period January 2009 through July 2009. 
See DP Master Group’s Third 

Supplemental Questionnaire Response 
(July 21, 2010) at Exhibit 68. 

In accordance with 19 CFR 
351.206(c)(1), if the petitioner submits 
an allegation of critical circumstances 
30 days or more before the scheduled 
date of the final determination, the 
Department will make a preliminary 
finding whether there is a reasonable 
basis to believe or suspect that critical 
circumstances exist. The Department 
will issue its preliminary finding of 
critical circumstances within 30 days 
after the petitioner submits the 
allegation. See 19 CFR 351.206(c)(2)(ii). 

Period of Investigation 

The period for which we are 
measuring subsidies, or the period of 
investigation (POI), is calendar year 
2009. 

Scope of Investigation 

The products covered by this 
investigation are steel drill pipe, and 
steel drill collars, whether or not 
conforming to American Petroleum 
Institute (API) or non–API 
specifications, whether finished or 
unfinished (including green tubes 
suitable for drill pipe), without regard to 
the specific chemistry of the steel (i.e., 
carbon, stainless steel, or other alloy 
steel), and without regard to length or 
outer diameter. The scope does not 
include tool joints not attached to the 
drill pipe, nor does it include 
unfinished tubes for casing or tubing 
covered by any other antidumping or 
countervailing duty order. 

The subject products are currently 
classified in the following Harmonized 
Tariff Schedule of the United States 
(HTSUS) categories: 7304.22.0030, 
7304.22.0045, 7304.22.0060, 
7304.23.3000, 7304.23.6030, 
7304.23.6045, 7304.23.6060, 
8431.43.8040 and may also enter under 
8431.43.8060, 8431.43.4000, 
7304.39.0028, 7304.39.0032, 
7304.39.0036, 7304.39.0040, 
7304.39.0044, 7304.39.0048, 
7304.39.0052, 7304.39.0056, 
7304.49.0015, 7304.49.0060, 
7304.59.8020, 7304.59.8025, 
7304.59.8030, 7304.59.8035, 
7304.59.8040, 7304.59.8045, 
7304.59.8050, and 7304.59.8055.4 

While HTSUS subheadings are 
provided for convenience and Customs 
purposes, the written description of the 
scope of this investigation is dispositive. 
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5 See, e.g., Notice of Preliminary Negative 
Determination of Critical Circumstances: Certain 
New Pneumatic Off-the-Road Tires From the 
People’s Republic of China, 73 FR 21588, 21589-90 
(April 22, 2008), unchanged in Final Affirmative 
Countervailing Duty Determination and Final 
Negative Critical Circumstances Determination: 
Carbon and Certain Alloy Steel Wire Rod From 
Germany, 67 FR 55808, 55809 (August 30, 2002). 

6 At Exhibit 1 of the July 9, 2010, second 
supplemental questionnaire response, the Chinese 
government submitted a blank copy of the 
application form which requires information on 
‘‘total export of the last fiscal year’’ and ‘‘percentage 
of total export of the last fiscal year.’’ 

Comments of the Parties 
In their critical circumstances 

allegation, petitioners claim that there 
have been massive imports of drill pipe 
in the three months following the filing 
of the petition on December 31, 2009. 
Petitioners provided Census Bureau 
Data, which they contend demonstrate 
that imports of subject merchandise 
increased by more than the 15 percent 
required to be considered ‘‘massive’’ 
under section 351.206(h)(2) of the 
Department’s regulations. Petitioners 
submit that imports rose from $5.4 
million in the last quarter of 2009, to 
$20 million in the first quarter of 2010, 
an increase of $14.6 million or 270 
percent. See Petitioners’ Critical 
Circumstances Allegation at 3, and 
Petitioners’ Census Data submission. 

Petitioners also allege that there is a 
reasonable basis to believe that a 
subsidy in this investigation is 
inconsistent with the WTO Agreement 
on Subsidies and Countervailing 
Measures (Subsidies Agreement). With 
regard to the ‘‘Technology to Improve 
Trade R&D Fund’’ program, petitioners 
submit that the program is contingent 
on export performance. Petitioners state 
that the DP Master Group, in its second 
supplemental questionnaire response, 
reported that the program’s application 
form required the company to report 
export data from the prior year. See 
Petitioners’ Critical Circumstances 
Allegation at 2; see also DP Master 
Group’s Second Supplemental 
Questionnaire Response (July 7, 2010) at 
1. Petitioners contend that there is no 
reason that an application form would 
request information regarding export 
performance unless it was relevant for 
approval of the subsidy. As such, 
petitioners argue that the DP Master 
Group received a subsidy contingent 
upon export performance, which is 
inconsistent with Article 3 of the 
Subsidies Agreement. 

In its July 21, 2010, questionnaire 
response, in addition to monthly 
shipment data, the DP Master Group 
submitted information attempting to 
show that importers, exporters, and 
producers had reason to believe that a 
countervailing duty (CVD) proceeding 
was likely in June 2009, and, therefore, 
the Department should use as its base 
period the first half of 2009, and as its 
comparison period the second half of 
2009, to determine whether there were 
massive imports. See 19 CFR 
351.206(h)(2)(i). Specifically, the DP 
Master Group submitted a declaration 
from the partner and owner of a 
company involved with drill pipe, drill 
collar, and other drilling equipment. See 
DP Master Group’s Third Supplemental 

Questionnaire Response (July 21, 2010) 
at Exhibit 69. The declaration references 
conversations that this individual had 
with others in the industry regarding 
fundraising in order to pay for 
antidumping (AD) and CVD 
investigations. 

Analysis 

Section 703(e)(1) of the Tariff Act of 
1930, as amended (the Act), provides 
that the Department will preliminarily 
determine that critical circumstances 
exist if there is a reasonable basis to 
believe or suspect that: (A) the alleged 
countervailable subsidy is inconsistent 
with the Subsidies Agreement, and (B) 
there have been massive imports of the 
subject merchandise over a relatively 
short period. 

When determining whether an alleged 
countervailable subsidy is inconsistent 
with the Subsidies Agreement, the 
Department limits its critical 
circumstances findings to those 
subsidies contingent on export 
performance or use of domestic over 
imported goods (i.e., those prohibited 
under Article 3 of the Subsidies 
Agreement).5 In the Preliminary 
Determination, we stated that additional 
information was required to fully 
analyze the ‘‘Technology to Improve 
Trade R&D Fund’’ program, under which 
the DP Master Group received assistance 
during the POI. See 75 FR at 33261. In 
its July 7, 2010, supplemental 
questionnaire response (at 1), the DP 
Master Group stated that the application 
for assistance under the program 
required the company to report 
information related to exports from the 
previous year. The Government of China 
(GOC), in its July 9, 2010, second 
supplemental response (at 1), reported 
that this program was established ‘‘for 
the purpose of inducing R&D activities 
relating to export products.’’6 Based on 
this evidence, we determine that there 
is a reasonable basis to believe or 
suspect that the assistance under the 
‘‘Technology to Improve Trade R&D 
Fund’’ is export contingent and, 
therefore is inconsistent with the 
Subsidies Agreement. 

In determining whether imports of the 
subject merchandise have been 
‘‘massive,’’ section 351.206(h)(1) of the 
Department’s regulations provides that 
the Department normally will examine: 
(i) the volume and value of the imports; 
(ii) seasonal trends; and (iii) the share of 
domestic consumption accounted for by 
the imports. In addition, the Department 
will not consider imports to be massive 
unless imports during the ‘‘relatively 
short period’’ (comparison period) have 
increased by at least 15 percent 
compared to imports during an 
‘‘immediately preceding period of 
comparable duration’’ (base period). See 
19 CFR 351.206(h)(2). 

Section 351.206(i) of the Department’s 
regulations defines ‘‘relatively short 
period’’ as normally being the period 
beginning on the date the proceeding 
commences (i.e., the date the petition is 
filed) and ending at least three months 
later. For consideration of this 
allegation, we have used a five-month 
base (i.e., August 2009 through 
December 2009) and comparison period 
(i.e., January 2010 through May 2010), 
which is the maximum amount of data 
that can be examined prior to the 
preliminary determination of this 
investigation. 

Concerning the DP Master Group’s 
suggestion to compare shipment data of 
the first and second half of 2009, based 
on knowledge of the petition, we find 
that the evidence put forth by the DP 
Master Group is speculative and does 
not justify using that base and 
comparison period to determine 
whether there were massive imports. 
The single declaration submitted by the 
DP Master Group refers to fundraising 
that might result in the event of an 
investigation and does not demonstrate 
that any action was taken by the DP 
Master Group. 

In determining whether there were 
massive imports, we analyzed the 
evidence presented in the petitioners’ 
Critical Circumstances Allegation and 
the DP Master Group’s monthly 
shipment data for the period August 
2009 through May 2010. The 
Department’s examination of these data 
demonstrates that there was a massive 
increase in shipments of subject 
merchandise by the DP Master Group 
during the period immediately 
following the filing of the petition on 
December 31, 2009. Specifically, 
shipments of subject merchandise 
increased by 220.56 percent in terms of 
volume. See the Memorandum to the 
File from Kristen Johnson, Trade 
Analyst, AD/CVD Operations Office 3, 
regarding ‘‘Critical Circumstances 
Shipment Data Analysis,’’ (Critical 
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7 See, e.g., Certain Oil Country Tubular Goods 
From the People’s Republic of China: Preliminary 
Affirmative Countervailing Duty Determination, 
Preliminary Negative Critical Circumstances 
Determination, 74 FR 47210,47212 (September 15, 
2009), unchanged in Certain Oil Country Tubular 
Goods From the People’s Republic of China: Final 
Affirmative Countervailing Duty Determination: 
Final Negative Critical Circumstances 
Determination, 74 FR 64045 (December 7, 2009). 

8 Query of the 7304.22 and 7304.23 HTSUS 
categories is in keeping with the data analysis 
conducted for respondent selection where the 
Department relied solely on Customs and Border 
Protection data of 7304.22 and 7304.23 for selecting 
respondents. See Memorandum to the File from 
Eric G. Greynolds, Program Manager, AD/CVD 
Operations, Office 3, regarding ‘‘Release of Initial 
Customs and Border Protection Data,’’ (January 22, 
2010) (CBP Data Query Memorandum). 

9 The Department has requested entry documents 
from CBP to verify the companies’ claim of non- 
shipment of subject merchandise. 

Circumstances Memorandum) (August 
9, 2010) at 2. 

With regard to whether imports of 
subject merchandise by the ‘‘all other’’ 
exporters of drill pipe in the PRC were 
massive, the Department normally relies 
on data sourced from the International 
Trade Commission’s (ITC’s) Dataweb, 
adjusted to remove shipments by the 
respondents participating in the 
investigation.7 In this case, however, 
use of data from the ITC’s Dataweb is 
not meaningful, because when the DP 
Master Group’s monthly shipments are 
subtracted from the monthly data 
generated by the ITC’s Dataweb for the 
main HTSUS categories (i.e., 7304.22 
and 7304.23),8 the results for a number 
of months are a negative amount. See 
Critical Circumstances Memorandum at 
3. This indicates that some of the DP 
Master Group’s shipments entered 
under the ‘‘may also enter under’’ 
HTSUS categories listed in the scope. 
We note that those numbers represent 
basket categories and, therefore, would 
not provide accurate data for use in our 
analysis. As such, we are basing our 
preliminary finding of critical 
circumstances for ‘‘all other’’ exporters 
of drill pipe from the PRC on the 
shipping experience of the DP Master 
Group. 

Regarding the preliminary conclusion 
to base our finding of critical 
circumstances for ‘‘all other’’ exporters 
of drill pipe from the PRC on the 
shipping experience of the DP Master 
Group, we note that the two firms 
initially identified by the Department in 
the Customs and Border Protection 
(CBP) Data Query Memorandum as the 
two largest shippers of drill pipe to the 
United States during the POI 
subsequently claimed that their 
shipments do not, in fact, reflect subject 
merchandise. Assuming that the non– 
shipment claims of these two firms are 
valid,9 then the share of the DP Master 

Group’s exports of drill pipe to the 
United States during the POI is larger 
than is indicated in the CBP Data Query 
Memorandum and, thus, constitutes an 
additional basis for the Department to 
base its finding of critical circumstances 
for ‘‘all other’’ exporters of drill pipe 
from the PRC on the shipping 
experience of the DP Master Group. 

Conclusion 

Based on the analysis above, we 
preliminarily determine critical 
circumstances exist for imports of drill 
pipe from the DP Master Group. We also 
preliminary determine, based on the 
shipment experience of the DP Master 
Group, that critical circumstances exist 
as well for imports of drill pipe from ‘‘all 
other’’ exporters from the PRC. We will 
make a final determination concerning 
critical circumstances for drill pipe from 
the PRC when we make our final 
countervailable subsidy determination 
in this investigation. 

Suspension of Liquidation 

In accordance with section 
703(e)(2)(A) of the Act, we are directing 
CBP to suspend liquidation of any 
unliquidated entries of subject 
merchandise from the PRC entered, or 
withdrawn from warehouse for 
consumption, on or after March 13, 
2010, which is 90 days prior to the date 
of publication of the Preliminary 
Determination in the Federal Register. 

ITC Notification 

In accordance with section 703(f) of 
the Act, we will notify the ITC of our 
determination. 

This determination is issued and 
published pursuant to sections 703(f) 
and 777(i)(1) of the Act. 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 2010–20210 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–570–924] 

Polyethylene Terephthalate Film, 
Sheet, and Strip From the People’s 
Republic of China: Preliminary Results 
and Preliminary Rescission, in Part, of 
Antidumping Duty Administrative 
Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 

SUMMARY: In response to requests from 
interested parties, the Department of 
Commerce (‘‘the Department’’) is 
conducting an administrative review of 
the antidumping duty order on 
polyethylene terephthalate film, sheet, 
and strip (‘‘PET film’’) from the People’s 
Republic of China (‘‘PRC’’). The period 
of review (‘‘POR’’) is November 6, 2008, 
through October 31, 2009. This 
administrative review covers two 
mandatory respondents, and four 
separate rate respondents (i.e., one 
separate rate respondent that filed a 
separate rate certification, one separate 
rate respondent that claimed it did not 
ship or sell subject merchandise to the 
United States during the POR, and two 
separate rate respondents who currently 
have a separate rate, but that failed to 
either recertify the separate rate, or, in 
the alternative, make a claim that they 
did not ship or sell subject merchandise 
to the United States during the POR). 

We have preliminarily determined 
that sales have been made below normal 
value (‘‘NV’’) by certain companies 
subject to this review. If these 
preliminary results are adopted in our 
final results of this review, we will 
instruct U.S. Customs and Border 
Protection (‘‘CBP’’) to assess 
antidumping duties on entries of subject 
merchandise during the POR for which 
the importer-specific assessment rates 
are above de minimis. 

We invite interested parties to 
comment on these preliminary results of 
review. Parties who submit comments 
are requested to submit with each 
argument a statement of the issue and a 
brief summary of the argument. We 
intend to issue the final results of this 
review no later than 120 days from the 
date of publication of this notice. 
FOR FURTHER INFORMATION CONTACT: 
Thomas Martin, AD/CVD Operations, 
Office 4, Import Administration, 
International Trade Administration, 
U.S. Department of Commerce, 14th 
Street and Constitution Avenue, NW., 
Washington, DC 20230; telephone: (202) 
482–3936. 
SUPPLEMENTARY INFORMATION: The 
Department received a timely request 
from DuPont Teijin Films, Mitsubishi 
Polyester Film, Inc., SKC, Inc., and 
Toray Plastics (America), Inc. 
(collectively, ‘‘Petitioners’’), in 
accordance with 19 CFR 351.213(b)(1), 
for an administrative review of the 
antidumping duty order on PET film 
from the PRC for six companies: Fuwei 
Films (Shandong) Co., Ltd. (‘‘Fuwei 
Films’’), Shaoxing Xiangyu Green 
Packing Co., Ltd. (‘‘Green Packing’’), 
Tianjin Wanhua Co., Ltd. (‘‘Wanhua’’), 
Sichuan Dongfang Insulating Material 
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1 See also Polyethylene Terephthalate Film, 
Sheet, and Strip From Brazil, the People’s Republic 
of China and the United Arab Emirates: 
Antidumping Duty Orders and Amended Final 
Determination of Sales at Less Than Fair Value for 
the United Arab Emirates, 73 FR 66595 (November 
10, 2008) (‘‘Orders’’). 

2 See Initiation of Antidumping and 
Countervailing Duty Administrative Reviews and 
Request for Revocation in Part, 74 FR 68229 
(December 23, 2009) (‘‘Initiation Notice’’). 

3 See Memorandum to Abdelali Elouaradia, 
Director, AD/CVD Operations, Office 4, from 
Thomas Martin, International Trade Compliance 
Analyst, AD/CVD Operations, Office 4, ‘‘Respondent 
Selection in the First Administrative Review of 
Polyethylene Terephthalate Film, Sheet, and Strip 
from the People’s Republic of China,’’ dated January 
19, 2010 (‘‘Respondent Selection Memo’’). 

4 See Letter from Robert Bolling, Program 
Manager, Office 4, to All Interested Parties, 
‘‘Antidumping Duty Administrative Review of PET 
film from the People’s Republic of China (PRC),’’ 
dated April 5, 2010. 

5 See Dongfang’s Entry of Appearance and No 
Sales Certification, dated January 22, 2010. 

6 See Respondent Selection Memo at Attachment 
I (CBP import data indicating no shipments by 
Dongfang). 

7 See Notice of Final Determination of Sales at 
Less Than Fair Value: Creatine Monohydrate From 
the People’s Republic of China, 64 FR 71104, 
71104–71105 (December 20, 1999) (where the 
respondent was wholly foreign-owned and, thus, 
qualified for a separate rate). 

8 See Fuwei Films’ March 12, 2010 Section A 
Questionnaire response at question 2(a)(i). 

9 See Wanhua’s January 22, 2010 Separate Rate 
Certification response at question 2; see also Green 
Packing’s March 12, 2010, Section A Questionnaire 
response at question 2(a)(i). 

10 See Sparklers, 56 FR at 20589. 

Co., Ltd. (‘‘Dongfang’’), Shanghai Xishu 
Electric Material Co., Ltd. (‘‘Xishu’’), and 
Shanghai Uchem Co., Ltd. (‘‘Uchem’’).1 
The Department also received timely 
requests in accordance with 19 CFR 
351.213(b)(2) for an administrative 
review from Fuwei Films, Green 
Packing, and Wanhua. On December 23, 
2009, the Department published a notice 
of initiation of an antidumping duty 
administrative review on PET film from 
the PRC, in which it initiated a review 
of Fuwei Films, Green Packing, 
Wanhua, Dongfang, Xishu, and Uchem.2 

On December 29, 2009, the 
Department placed on the record CBP 
import data for the Harmonized Tariff 
Schedule of the United States 
(‘‘HTSUS’’) subheading 3920.62.0090. 
On January 19, 2010, the Department 
selected Fuwei Films and Green Packing 
as mandatory respondents.3 

On January 20, 2010, the Department 
issued the antidumping questionnaire to 
Fuwei Films and Green Packing. On 
January 22, 2010, Wanhua filed a 
separate rate certification, and Dongfang 
certified that it had no entries of subject 
merchandise during the POR. Between 
February 26, 2010 and July 23, 2010, 
Fuwei Films and Green Packing 
responded to the Department’s 
questionnaire and supplemental 
questionnaires, and Petitioners 
commented on the responses of Fuwei 
Films and Green Packing. 

In response to the Department’s April 
5, 2010, letter providing parties with an 
opportunity to submit comments 
regarding surrogate country and 
surrogate value (‘‘SV’’) selection,4 
Petitioners filed surrogate country and 
SV comments on April 19, 2010 and 
May 3, 2010, respectively. On June 21, 
24, and 29, 2010, Petitioners submitted 
comments regarding data considerations 
for selecting a surrogate country. Fuwei 
Films and Green Packing filed surrogate 

country and SV rebuttal comments on 
June 18, 2010 and July 13, 2010. 

Scope of the Order 
The products covered by the order are 

all gauges of raw, pre-treated, or primed 
PET film, whether extruded or co- 
extruded. Excluded are metalized films 
and other finished films that have had 
at least one of their surfaces modified by 
the application of a performance- 
enhancing resinous or inorganic layer 
more than 0.00001 inches thick. Also 
excluded is roller transport cleaning 
film which has at least one of its 
surfaces modified by application of 0.5 
micrometers of SBR latex. Tracing and 
drafting film is also excluded. PET film 
is classifiable under subheading 
3920.62.00.90 of the HTSUS. While 
HTSUS subheadings are provided for 
convenience and customs purposes, our 
written description of the scope of the 
order is dispositive. 

Intent To Rescind the Administrative 
Review, in Part 

As noted above, Dongfang reported 
that it did not have any entries of 
subject merchandise during the POR.5 
The Department has not obtained any 
evidence contradicting Dongfang’s 
claims and, thus, has preliminarily 
determined to rescind this 
administrative review with respect to 
Dongfang pursuant to 19 CFR 
351.213(d)(3).6 

Non-Market Economy Country Status 
In every case conducted by the 

Department involving the PRC, the PRC 
has been treated as a non-market 
economy (‘‘NME’’) country. In 
accordance with section 771(18)(C)(i) of 
the Tariff Act of 1930, as amended (the 
‘‘Act’’), any determination that a foreign 
country is an NME country shall remain 
in effect until revoked by the 
administering authority. None of the 
parties to this proceeding have 
contested such treatment. Accordingly, 
the Department calculated NV in 
accordance with section 773(c) of the 
Act, which applies to NME countries. 

Separate Rates 
In proceedings involving NME 

countries, the Department has a 
rebuttable presumption that all 
companies within the country are 
subject to government control and, thus, 
should be assessed a single antidumping 
duty rate. It is the Department’s policy 
to assign all exporters of subject 

merchandise in an NME country this 
single rate unless an exporter can 
demonstrate that it is sufficiently 
independent so as to be entitled to a 
separate rate. Exporters can demonstrate 
this independence through the absence 
of both de jure and de facto 
governmental control over export 
activities. The Department analyzes 
each entity exporting the subject 
merchandise under a test set out in the 
Notice of Final Determination of Sales 
at Less Than Fair Value: Sparklers from 
the People’s Republic of China, 56 FR 
20588 (May 6, 1991) (‘‘Sparklers’’), as 
further developed in Notice of Final 
Determination of Sales at Less Than 
Fair Value: Silicon Carbide from the 
People’s Republic of China, 59 FR 22585 
(May 2, 1994) (‘‘Silicon Carbide’’). 
However, if the Department determines 
that a company is wholly foreign-owned 
or located in a market economy, then a 
separate rate analysis is not necessary to 
determine whether it is independent 
from government control.7 Fuwei Films 
submitted information indicating that it 
is a wholly foreign-owned enterprise 
under Chinese law.8 Therefore, for the 
purposes of these preliminary results, 
the Department finds that it is not 
necessary to perform a separate-rate 
analysis with respect to Fuwei Films. 

Green Packing and Wanhua reported 
that they are either wholly Chinese- 
owned companies, or joint ventures 
between Chinese and Foreign 
companies.9 Therefore, the Department 
must analyze whether these respondents 
can demonstrate the absence of both de 
jure and de facto governmental control 
over export activities. 

1. Absence of De Jure Control 
The Department considers the 

following de jure criteria in determining 
whether an individual company may be 
granted a separate rate: (1) An absence 
of restrictive stipulations associated 
with an individual exporter’s business 
and export licenses; (2) any legislative 
enactments decentralizing control of 
companies; and (3) other formal 
measures by the government 
decentralizing control of companies.10 

The evidence provided by Green 
Packing and Wanhua supports a 
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11 See Wanhua’s January 22, 2010 Separate Rate 
Certification response at questions 10 through 14; 
see also Green Packing’s March 12, 2010, Section 
A Questionnaire response at question 2(d) through 
2(f). 

12 See Silicon Carbide, 59 FR at 22586–87; see 
also Notice of Final Determination of Sales at Less 
Than Fair Value: Furfuryl Alcohol From the 
People’s Republic of China, 60 FR 22544, 22544– 
22545 (May 8, 1995). 

13 See Wanhua’s January 22, 2010 Separate Rate 
Certification response at questions 15 through 20; 
see also Green Packing’s March 12, 2010, Section 
A Questionnaire response at questions 2(a)(iii)–(v); 
2(b)–(c); 2(g)–(q). 

14 See, e.g., Wooden Bedroom Furniture From the 
People’s Republic of China: Preliminary Results of 
Antidumping Duty Administrative Review, 
Preliminary Results of New Shipper Review and 
Partial Rescission of Administrative Review, 73 FR 
8273, 8279 (February 13, 2008), unchanged in 
Wooden Bedroom Furniture from the People’s 
Republic of China: Final Results of Antidumping 
Duty Administrative Review and New Shipper 
Review, 73 FR 49162 (August 20, 2008). 

15 Xishu currently has a separate rate only as part 
of a producer/exporter combination with Uchem. 
See Orders, 73 FR at 66596. 

16 See Sigma Corp. v. United States, 117 F.3d 
1401, 1405–06 (Fed. Cir. 1997) (affirming 
Department’s presumption of state control over 
exporters in non market economy cases). 

17 See Memorandum from Carole Showers, 
Director, Office of Policy, to Robert Bolling, 
Program Manager, Office 4, ‘‘Request for a List of 
Surrogate Countries for an Administrative Review 
of the Antidumping Order on Polyethylene 
Terephthalate Film, Sheet, and Strip from the 
People’s Republic of China’’ (April 5, 2010) (‘‘Policy 
Memorandum’’). 

preliminary finding of de jure absence 
of governmental control based on the 
following: (1) There is an absence of 
restrictive stipulations associated with 
the companies’ business and export 
licenses; (2) there are applicable 
legislative enactments decentralizing 
control of PRC companies; and (3) there 
are formal measures by the government 
decentralizing control of PRC 
companies.11 

2. Absence of De Facto Control 
The Department typically considers 

four factors in evaluating whether each 
respondent is subject to de facto 
governmental control of its export 
functions: (1) Whether the export prices 
are set by or are subject to the approval 
of a governmental agency; (2) whether 
the respondent has authority to 
negotiate and sign contracts and other 
agreements; (3) whether the respondent 
has autonomy from the government in 
making decisions regarding the 
selection of management; and (4) 
whether the respondent retains the 
proceeds of its export sales and makes 
independent decisions regarding 
disposition of profits or financing of 
losses.12 The Department has 
determined that an analysis of de facto 
control is critical in determining 
whether respondents are, in fact, subject 
to a degree of governmental control 
which would preclude the Department 
from assigning separate rates. 

We determine that the evidence on 
the record supports a preliminary 
finding of de facto absence of 
governmental control with respect to 
Green Packing and Wanhua based on 
record statements and supporting 
documentation showing that the 
companies: (1) Set their own export 
prices independent of the government 
and without the approval of a 
government authority; (2) have the 
authority to negotiate and sign contracts 
and other agreements; (3) have 
autonomy from the government 
regarding the selection of management; 
and (4) retain the proceeds from their 
sales and make independent decisions 
regarding disposition of profits or 
financing of losses.13 

The evidence placed on the record of 
this administrative review by Green 
Packing and Wanhua demonstrates an 
absence of de jure and de facto 
government control with respect to the 
companies’ exports of the merchandise 
under review, in accordance with the 
criteria identified in Sparklers and 
Silicon Carbide. Therefore, we have 
preliminarily granted Green Packing 
and Wanhua separate rate status. 

Separate Rate Calculation 
For exporters subject to 

administrative review that were 
determined to be eligible for separate 
rate status, but were not selected as 
mandatory respondents, the Department 
generally weight-averages the rates 
calculated for the mandatory 
respondents, excluding any rates that 
are zero, de minimis, or based entirely 
on facts available.14 Consequently, 
because the Department has calculated 
positive margins for both mandatory 
respondents, Fuwei Films and Green 
Packing, in these preliminary results, 
consistent with our practice, we have 
preliminarily established a margin for 
the separate rate respondent Wanhua 
based on the rates we calculated for the 
two mandatory respondents. However, 
because there are only two respondents 
for which a company-specific margin 
was calculated in this review, the 
Department has calculated a simple 
average margin to ensure that the total 
import quantity and value for each 
company is not inadvertently revealed. 
The rate established for the separate rate 
respondents is 126.49 percent. 

The PRC-Wide Entity 

1. Xishu and Uchem 
Xishu and Uchem currently have 

separate rates.15 The record of this 
review shows that Xishu and Uchem 
were named in the Initiation Notice and, 
thus, they are subject to this 
administrative review. However, Xishu 
and Uchem both failed to recertify their 
separate rates using the separate rate 
certification provided at the 
Department’s Web site at http://ia.ita.
doc.gov/nme/nme-sep-rate.html, to 
demonstrate their continued eligibility 
for separate-rate status. Also, Xishu and 

Uchem did not make a claim that they 
did not ship or sell subject merchandise 
to the United States during the POR. As 
neither company timely certified that it 
had no shipments or demonstrated that 
it was entitled to a separate rate, the 
Department finds that each company is 
properly considered to be part of the 
PRC-wide entity for this review. In 
accordance with the Department’s 
established NME methodology, a party’s 
separate rate status must be established 
in each segment of the proceeding in 
which the party is involved.16 Thus, we 
preliminarily determine that Xishu and 
Uchem are part of the PRC-wide entity, 
because they have not demonstrated 
their entitlement to a separate rate or 
certified that they had no shipments. 

Selection of a Surrogate Country 
When the Department conducts an 

antidumping duty administrative review 
of imports from an NME country, 
section 773(c)(1) of the Act directs the 
Department to base NV, in most cases, 
on the NME producer’s factors of 
production (‘‘FOP’’) valued in a 
surrogate market-economy country or 
countries considered appropriate by the 
Department. In accordance with section 
773(c)(4) of the Act, the Department will 
value FOP using ‘‘to the extent possible, 
the prices or costs of factors of 
production in one or more market- 
economy countries that are—(A) at a 
level of economic development 
comparable to that of the NME country, 
and (B) significant producers of 
comparable merchandise.’’ Further, 
pursuant to 19 CFR 351.408(c)(2), the 
Department will normally value FOP in 
a single country. 

In the instant review, the Department 
identified India, Indonesia, the 
Philippines, Colombia, Thailand, and 
Peru as a non-exhaustive list of 
countries that are at a level of economic 
development comparable to the PRC 
and for which good quality data is most 
likely available.17 On April 19, 2010, 
Petitioners proposed selecting Thailand 
as the surrogate country because (1) the 
PRC and Thailand share comparable 
levels of economic development, as 
evidenced by the fact that Thailand’s 
per capita gross national income is the 
closest to the PRC among the countries 
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18 See Letter from Petitioners to Secretary of 
Commerce, ‘‘Polyethylene Terephthalate (PET) 
Film, Sheet, and Strip from the People’s Republic 
of China; Choice of Surrogate Country,’’ (April 19, 
2010). 

19 See Letter from Respondents to Secretary of 
Commerce, ‘‘Polyethylene Terephthalate (PET) 
Film, Sheet, and Strip from the People’s Republic 
of China: Rebuttal Comments to the Petitioners’ 
April 19, 2010, Surrogate Country Selection 
Comments’’ (June 18, 2010). 

20 See Memorandum to Abdelali Elouaradia, 
Director, AD/CVD Operations, Office 4, from 
Thomas Martin, International Trade Compliance 
Analyst, ‘‘Antidumping Duty Administrative 
Review of Polyethylene Terephthalate Film, Sheet, 
and Strip from the People’s Republic of China: 
Selection of a Surrogate Country,’’ dated August 9, 
2010 (‘‘Surrogate Country Memo’’) at 5–7. 

21 See Policy Bulletin 04.1: Non-Market Economy 
Surrogate Country Selection Process, (March 1, 
2004) (‘‘Policy Bulletin 04.1’’) available at http:// 
ia.ita.doc.gov. 

22 See Surrogate Country Memo at 8–10. 
23 See Surrogate Country Memo. 

24 See Memorandum to the File through Robert 
Bolling, Program Manager, AD/CVD Operations, 
Office 4, from Thomas Martin, International Trade 
Compliance Analyst, ‘‘Antidumping Duty 
Administrative Review of Polyethylene 
Terephthalate Film, Sheet, and Strip from the 
People’s Republic of China: Selection of Factor 
Values,’’ dated August 9, 2010 (‘‘Surrogate Value 
Memorandum’’). 

25 In accordance with 19 CFR 351.301(c)(1), for 
the final results of this administrative review, 
interested parties may submit factual information to 
rebut, clarify, or correct factual information 
submitted by an interested party less than ten days 
before, on, or after, the applicable deadline for 
submission of such factual information. However, 
the Department notes that 19 CFR 351.301(c)(1) 
permits new information only insofar as it rebuts, 
clarifies, or corrects information placed on the 
record. The Department generally will not accept 
the submission of additional, previously absent- 
from-the-record alternative SV information 
pursuant to 19 CFR 351.301(c)(1). See Glycine from 
the People’s Republic of China: Final Results of 
Antidumping Duty Administrative Review and 
Final Rescission, in Part, 72 FR 58809 (October 17, 
2007), and accompanying Issues and Decision 
Memorandum at Comment 2. 

26 See Surrogate Value Memorandum. 

included in the Policy Memorandum 
listing potential surrogate countries, and 
(2) Thailand is a significant producer of 
merchandise identical to subject 
merchandise, PET film.18 On June 18, 
2010, Fuwei Films and Green Packing 
filed rebuttal comments arguing that the 
Department should select India as the 
surrogate country.19 

The Department finds that both 
Thailand and India are at a level of 
economic development comparable to 
that of the NME country and are 
significant producers of comparable 
merchandise.20 Thus, the Department 
bases its selection of a surrogate country 
on the availability of contemporaneous 
Indian and Thai data for valuing FOP. 

With respect to data considerations, 
in selecting a surrogate country, Policy 
Bulletin 04.1 describes the Department’s 
practice. Specifically, ‘‘ * * * if more 
than one country has survived the 
selection process to this point, the 
country with the best factors data is 
selected as the primary surrogate 
country.’’ 21 Currently, the record 
contains SV information, including 
possible surrogate financial statements, 
from Thailand and India. However, the 
Department has determined that the 
financial statements from Thailand do 
not permit the Department to calculate 
accurately surrogate financial ratios.22 
Therefore, the Department has 
preliminarily determined to select India 
as the surrogate country on the basis 
that: (1) It is at a comparable level of 
economic development to the PRC, 
pursuant to 773(c)(4) of the Act; (2) it is 
a significant producer of comparable 
merchandise; and (3) we have reliable 
data from India that we can use to value 
the FOP.23 Accordingly, we have 
calculated NV using Indian prices, 
when available and appropriate, to 
value the FOP of Fuwei Films and 

Green Packing.24 In accordance with 19 
CFR 351.301(c)(3)(ii), interested parties 
may submit publicly-available 
information to value FOP until 20 days 
after the date of publication of the 
preliminary results.25 

Fair Value Comparisons 
In accordance with section 777A(d)(2) 

of the Act, to determine whether Fuwei 
Films and Green Packing sold PET film 
to the United States at less than NV, we 
compared the export prices (‘‘EP’’) and 
constructed export prices (‘‘CEP’’) of 
individual transactions of the PET film 
to the NV of the PET film, as described 
in the ‘‘U.S. Price,’’ and ‘‘Normal Value’’ 
sections of this notice. 

U.S. Price 
In accordance with section 772(a) of 

the Act, the Department used EP as the 
basis for U.S. price for Fuwei Films’ and 
Green Packing’s sales where the first 
sale to unaffiliated purchasers were 
made prior to importation and the use 
of CEP was not otherwise warranted. In 
accordance with section 772(c)(2)(A) of 
the Act, the Department calculated EP 
for Fuwei Films and Green Packing by 
deducting the following expenses from 
the starting price (gross unit price) 
charged to the first unaffiliated 
customer in the United States: Foreign 
inland freight from the plant to the port 
of exportation, domestic inland 
insurance, foreign brokerage and 
handling, international freight, and 
marine insurance. Additionally, the 
Department based movement expenses 
on SVs where the service was purchased 
from a PRC company.26 For details 
regarding our EP calculations, see 
Memorandum to the File through Robert 

Bolling, Program Manager, AD/CVD 
Operations, Office 4, from Thomas 
Martin, International Trade Compliance 
Analyst, ‘‘Calculation Memorandum for 
the Preliminary Results of the First 
Administrative Review of Polyethylene 
Terephthalate Film, Sheet, and Strip 
from the People’s Republic of China: 
Fuwei Films (Shandong) Co., Ltd.,’’ 
dated August 9, 2010 (‘‘Fuwei 
Calculation Memo’’); see also 
Memorandum to the File through Robert 
Bolling, Program Manager, AD/CVD 
Operations, Office 4, from Thomas 
Martin, International Trade Compliance 
Analyst, ‘‘Calculation Memorandum for 
the Preliminary Results of the First 
Administrative Review of Polyethylene 
Terephthalate Film, Sheet, and Strip 
from the People’s Republic of China: 
Shaoxing Xiangyu Green Packing Co., 
Ltd.,’’ dated August 9, 2010 (‘‘Green 
Packing Calculation Memo’’). 

In accordance with section 772(b) of 
the Act, the Department used CEP as the 
basis for U.S. price for Fuwei Films’ 
sales where Fuwei Films first sold 
subject merchandise to its affiliated 
company in the United States, which in 
turn sold subject merchandise to 
unaffiliated U.S. customers. In 
accordance with section 772(b) of the 
Act, CEP is the price at which the 
subject merchandise is first sold (or 
agreed to be sold) in the United States 
before or after the date of importation by 
or for the account of the producer or 
exporter of such merchandise or by a 
seller affiliated with the producer or 
exporter, to a purchaser not affiliated 
with the producer or exporter, as 
adjusted under sections 772(c) and (d) 
of the Act. The Department calculated 
CEP for Fuwei Films based on delivered 
prices to unaffiliated purchasers in the 
United States and made deductions, 
where applicable, from the U.S. sales 
price for movement expenses in 
accordance with section 772(c)(2)(A) of 
the Act. These movement expenses 
included foreign inland freight from the 
plant to the port of exportation, 
domestic inland insurance, 
international freight, marine insurance, 
U.S. customs duty, U.S. inland freight 
from port to the warehouse, and U.S. 
inland freight from the warehouse to the 
customer. In accordance with section 
772(d)(1) of the Act, the Department 
deducted credit expenses and indirect 
selling expenses from the U.S. price, all 
of which relate to commercial activity in 
the United States. Finally, the 
Department deducted CEP profit, in 
accordance with sections 772(d)(3) and 
772(f) of the Act. For details regarding 
the CEP calculation, see Fuwei 
Calculation Memo. 
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27 See Tapered Roller Bearings and Parts Thereof, 
Finished or Unfinished, From the People’s Republic 
of China: Preliminary Results of Antidumping Duty 
Administrative Review and Notice of Intent to 
Rescind in Part, 70 FR 39744, 39754 (July 11, 2005), 
unchanged in Tapered Roller Bearings and Parts 
Thereof, Finished and Unfinished, from the 
People’s Republic of China: Final Results of 2003– 
2004 Administrative Review and Partial Rescission 
of Review, 71 FR 2517, 2521 (January 17, 2006). 

28 We applied SVs to the FOP, as indicated in the 
‘‘Selected Surrogate Values’’ section below. 

29 See Fuwei Calculation Memo at 10; see also 
Green Packing Calculation Memo at 7. 

30 See, e.g., Diamond Sawblades. 
31 See, e.g., Pure Magnesium from the People’s 

Republic of China: Preliminary Results of 2007– 
2008 Antidumping Duty Administrative Review, 74 
FR 27090, 27094 (June 8, 2009), unchanged in Pure 
Magnesium from the People’s Republic of China: 
Final Results of Antidumping Duty Administrative 
Review, 74 FR 66089 (December 14, 2009). 

32 See, e.g., Certain Preserved Mushrooms From 
the People’s Republic of China: Preliminary Results 
of Antidumping Duty New Shipper Review, 74 FR 

50946, 50950 (October 2, 2009), unchanged in 
Certain Preserved Mushrooms From the People’s 
Republic of China: Final Results of Antidumping 
Duty New Shipper Review, 74 FR 65520 (December 
10, 2009). 

33 See Certain Oil Country Tubular Goods from 
the People’s Republic of China: Final Determination 
of Sales at Less Than Fair Value, Affirmative Final 
Determination of Critical Circumstances and Final 
Determination of Targeted Dumping, 75 FR 20335 
(April 19, 2010) and accompanying Issues and 
Decision Memorandum at Comment 4 (‘‘OCTG 
Final’’). 

34 GTIS obtains data on imports into India 
directly from the Ministry of Commerce, 
Government of India. 

35 Converted from Indian Rupee to U.S. Dollar, 
then converted from U.S. Dollar to Indian Rupee. 

Normal Value 

Section 773(c)(1) of the Act provides 
that the Department shall determine NV 
using an FOP methodology if the 
merchandise is exported from an NME 
country and the available information 
does not permit the calculation of NV 
using home-market prices, third-country 
prices, or constructed value under 
section 773(a) of the Act. When 
determining NV in an NME context, the 
Department uses an FOP methodology 
because the presence of government 
controls on various aspects of NMEs 
renders price comparisons and the 
calculation of production costs invalid 
under its normal methodologies.27 
Under section 773(c)(3) of the Act, FOP 
include, but are not limited to: (1) Hours 
of labor required; (2) quantities of raw 
materials employed; (3) amounts of 
energy and other utilities consumed; 
and (4) representative capital costs. The 
Department based NV on FOP reported 
by the respondents for materials, energy, 
labor and packing. 

Thus, in accordance with section 
773(c) of the Act, we calculated NV by 
adding together the values of the FOP, 
overhead, selling, general and 
administrative (‘‘SG&A’’) expenses, 
profit, and packing costs.28 We 
calculated FOP values by multiplying 
the reported per-unit factor- 
consumption rates by publicly available 
SVs (except as discussed below). 
Specifically, we valued material, labor, 
energy, and packing by multiplying the 
amount of the factor consumed in 
producing subject merchandise by the 
average unit SV of the factor. In 
addition, we added freight costs to the 
surrogate costs that we calculated for 
material inputs. We calculated freight 
costs by multiplying surrogate freight 
rates by the shorter of the reported 
distance from the domestic supplier to 
the factory that produced the subject 
merchandise or the distance from the 
nearest seaport to the factory that 
produced the subject merchandise, as 
appropriate. This adjustment is in 
accordance with the U.S. Court of 
Appeals for the Federal Circuit’s 
decision in Sigma Corp. v. United 
States, 117 F.3d 1401, 1407–08 (Fed. 
Cir. 1997). We calculated surrogate 

overhead expenses, SG&A expenses, 
and profit, and added these to the FOP 
costs.29 

With respect to the application of the 
by-product offset to NV, consistent with 
the Department’s determination in Final 
Determination of Sales at Less Than 
Fair Value and Final Partial Affirmative 
Determination of Critical 
Circumstances: Diamond Sawblades 
and Parts Thereof from the People’s 
Republic of China, 71 FR 29303 (May 
22, 2006), and accompanying Issues and 
Decisions Memorandum at Comment 9, 
unchanged in Notice of Amended Final 
Determination of Sales at Less Than 
Fair Value: Diamond Sawblades and 
Parts Thereof from the People’s 
Republic of China, 71 FR 35864 (June 
22, 2006) (‘‘Diamond Sawblades’’), 
because our surrogate financial 
statements contain no references to the 
treatment of by-products and because 
Fuwei Films and Green Packing 
reported that they sold certain by- 
products, ‘‘wasted film’’ and PET chip 
by-product, we will deduct the SV of 
these by-products from NV. This is 
consistent with accounting principles 
based on a reasonable assumption that 
if a company sells a by-product, the by- 
product necessarily incurs expenses for 
overhead, SG&A, and profit.30 

Selected Surrogate Values 
In selecting the SVs, we considered 

the quality, specificity, and 
contemporaneity of the data. 

In selecting the best available 
information for valuing FOP in 
accordance with section 773(c)(1) of the 
Act, the Department’s practice is to 
select, to the extent practicable, SVs 
which are non-export average values, 
most contemporaneous with the POR, 
product-specific, and tax-exclusive.31 
The record shows that the Indian import 
statistics represent import data that are 
contemporaneous with the POR, 
product-specific, and tax-exclusive. 

In past cases, it has been the 
Department’s practice to value various 
FOP using import statistics of the 
primary selected surrogate country from 
World Trade Atlas (‘‘WTA’’), as 
published by Global Trade Information 
Services (‘‘GTIS’’).32 However, in a 

recent case, the OCTG Final, the 
Department explained, based on 
discussions with GTIS, that the Indian 
import data obtained from the WTA, as 
published by GTIS, began identifying 
the original reporting currency for India 
as the U.S. Dollar rather than the Indian 
rupee, as was previously reported by 
GTIS for Indian import data.33 While the 
original India import data 34 obtained by 
GTIS are denominated and published in 
Indian rupees, in the OCTG Final, the 
Department noted that GTIS made a 
decision to change the original reporting 
currency for Indian data from the Indian 
Rupee to the U.S. Dollar in order to 
reduce the loss of the number of 
significant digits when obtaining data 
through the WTA software. 
Additionally, in the OCTG Final, the 
Department also noted that 
subsequently, GTIS restored the ability 
to view Indian Rupee values in the 
WTA software for Indian import data. 
However, because these data were twice 
converted,35 it was found that these data 
would not correspond to the original 
India data based on the WTA software’s 
capability to only handle a limited 
number of significant digits in each 
conversion calculation. 

Because of conversion and rounding 
in the data reported by the WTA, the 
Department will now obtain import 
statistics from Global Trade Atlas 
(‘‘GTA’’), as published by GTIS in 
October 2009, for valuing various FOP. 
The data reported in the GTA software 
reports import statistics, such as from 
India, in the original reporting currency 
and thus these data correspond to the 
original currency value reported by each 
country. Additionally, the data reported 
in the GTA software are reported to the 
nearest digit and thus there is not a loss 
of data by rounding, as there is with the 
data reported by the WTA software. 
Consequently the import statistics we 
obtain from GTA have the same level of 
accuracy as the original data released. 

In accordance with the OTCA 1988 
legislative history, the Department 
continues to apply its long-standing 
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36 See Omnibus Trade and Competitiveness Act of 
1988, Conf. Report to Accompany H.R. 3, H.R. Rep. 
No. 576, 590, 100th Cong., 2nd Sess. (1988) (‘‘OTCA 
1988’’). 

37 See e.g., Certain Cut-to-Length Carbon-Quality 
Steel Plate from Indonesia: Final Results of 
Expedited Sunset Review, 70 FR 45692 (August 8, 
2005) and accompanying Issues and Decision 
Memorandum at 4; See Corrosion-Resistant Carbon 
Steel Flat Products from the Republic of Korea: 
Final Results of Countervailing Duty Administrative 
Review, 74 FR 2512 (January 15, 2009) and 
accompanying Issues and Decision Memorandum at 
17, 19–20. 

38 See Surrogate Value Memorandum at 2 and 
Exhibit 2. 

39 See Surrogate Value Memorandum at 3–4 and 
Exhibit 1. 

40 See Surrogate Value Memorandum at 5 and 
Exhibit 4. 

41 See Surrogate Value Memorandum at 5 and 
Exhibit 5. 

42 See Surrogate Value Memorandum at 4 and 
Exhibit 3. 

43 See Surrogate Value Memorandum at 5 and 
Exhibit 6. 

44 See Surrogate Value Memorandum at 8 and 
Exhibit 12. 

45 See Agro Dutch Industries Ltd.’s section A–D 
submission, dated May 24, 2005, at Exhibit B–1; 
(see also Certain Preserved Mushrooms From India: 
Final Results of Antidumping Duty Administrative 
Review, 71 FR 10646 (March 2, 2006)). 

46 See Surrogate Value Memorandum at 8 and 
Exhibit 10. 

47 See Surrogate Value Memorandum at 8 and 
Exhibit 13. 

48 See Surrogate Value Memorandum at 7 and 
Exhibit 9. 

49 See Surrogate Value Memorandum at 8 and 
Exhibit 11. 

50 See Surrogate Value Memorandum at 4 and 
Exhibit 1. 

51 See Dorbest Ltd. v. United States, 604 F.3d 
1363, 1372–73 (Fed. Cir. 2010). See also Surrogate 
Value Memorandum at 5–7 for a detailed discussion 
of the Department’s revised labor wage rate 
methodology. 

52 See Surrogate Value Memorandum at 5–7 and 
Exhibit 7. 

practice of disregarding SVs if it has a 
reason to believe or suspect the source 
data may be subsidized.36 In this regard, 
the Department has previously found 
that it is appropriate to disregard such 
prices from e.g., Indonesia and South 
Korea, because we have determined that 
these countries maintain broadly 
available, non-industry specific export 
subsidies.37 Based on the existence of 
these subsidy programs that were 
generally available to all exporters and 
producers in these countries at the time 
of the POR, the Department finds that it 
is reasonable to infer that all exporters 
from certain countries may have 
benefitted from these subsidies. 
Additionally, we excluded from our 
calculations imports that were labeled 
as originating from an unspecified 
country because we could not determine 
whether they were from either an NME 
country, or from a country with 
generally available subsidy programs. 
Where we could only obtain SVs that 
were not contemporaneous with the 
POR, we inflated (or deflated) the SVs 
using the Indian Wholesale Price Index 
(‘‘WPI’’) as published in the 
International Financial Statistics of the 
International Monetary Fund.38 

We valued FOP in the preliminary 
results of this review using SVs, as 
follows (see Surrogate Value 
Memorandum for more specific details). 
We valued PET Chips, Paper Core, Iron 
Clip, Plywood, Wooden Pallets, Plastic 
Cap, Labels, Plastic Packing Band, 
Stretch Wrap Film, Plastic Bag, Paper 
Plate, PE Foam using November 2008 
through October 2009 weighted-average 
Indian import values derived from the 
GTA. See http://www.gtis.com/gta.htm. 
The Indian import statistics that we 
obtained from the GTA were published 
by the Directorate General of 
Commercial Intelligence and Statistics 
of the Ministry of Commerce and 
Industry, Government of India, and are 
contemporaneous with the POR.39 

We valued water using the revised 
Maharashtra Industrial Development 
Corporation water rates available at 

http://www.midcindia.com/water-
supply. The rates were 
contemporaneous with the POR.40 

We valued steam using an average 
unit value obtained from information in 
the publicly-available financial 
statements of Hindalco Industries 
Limited, an Indian producer of 
aluminum products that reported its 
steam consumption during the fiscal 
year April 2007 through March 2008. 
We inflated the value for steam using 
the POR average WPI rate.41 

We valued electricity using rates for 
large industries at 33 Kilo Volts, as 
published by the Central Electricity 
Authority of the Government of India in 
‘‘Electricity Tariff & Duty and Average 
Rates of Electricity Supply in India’’, 
dated March 2008. These electricity 
rates represent actual country-wide, 
publicly available information on tax- 
exclusive electricity rates charged to 
industries in India. As the rates listed in 
this source became effective on a variety 
of different dates, we are not adjusting 
the average value for inflation.42 

We valued natural gas using April 
through June 2002 data from the Gas 
Authority of India Ltd. Since the rates 
are not contemporaneous with the POR, 
we inflated the values using the WPI.43 

We valued truck freight using a per- 
unit average rate calculated from POR 
data on the following Web site: http:// 
www.infobanc.com/logistics/
logtruck.htm. The logistics section of 
this website contains inland freight 
truck rates between many large Indian 
cities. The rates were contemporaneous 
with the POR.44 

We valued domestic inland insurance 
using information submitted by Agro 
Dutch Industries Limited in the sixth 
administrative review of the 
antidumping proceeding of Certain 
Preserved Mushrooms from India, for 
the period February 2004 through 
January 2005.45 The Department 
inflated the domestic inland insurance 
value using the appropriate WPI 
inflator.46 

To value the respondents’ 
international ocean freight from the PRC 

to the United States on NME carriers in 
instances where the exporter was 
responsible for these charges, the 
Department is using data obtained from 
the Descartes Carrier Rate Retrieval 
Database (‘‘Descartes’’), which can be 
accessed via http://descartes.com/. The 
Descartes rates were contemporaneous 
with the POR.47 

We valued marine insurance using the 
price quote retrieved from RJG 
Consultants, online at http://www.
rjgconsultants.com/163.html, a market- 
economy provider of marine insurance. 
The price quote was contemporaneous 
with the POR.48 

The Department valued brokerage and 
handling using a fee schedule of 
brokerage and handling charges for a 
standardized cargo of goods in India. 
The fee schedule was compiled based 
on a survey case study of the procedural 
requirements for a standard shipment of 
goods by ocean transport in India that 
is published in Doing Business 2010: 
India, by the World Bank. The price list 
data is contemporaneous with the 
POR.49 

Fuwei Films and Green Packing 
claimed by-product offsets since they 
produced certain by-products, and were 
able to demonstrate a commercial value 
for the by-product by having sold a 
portion of this production during the 
POR. We valued these by-products 
using GTA data for entries under 
HTSUS number 3915.90.90 (‘‘Waste, 
Parings and Scrap, of Plastics; Other’’).50 

For direct, indirect, and packing 
labor, pursuant to a recent decision by 
the Court of Appeals for the Federal 
Circuit, we revised our calculation of 
the hourly wage rate to use in valuing 
each respondent’s reported labor input 
by averaging earnings and/or wages in 
countries that are economically 
comparable to the PRC and that are 
significant producers of comparable 
merchandise.51 Because this wage rate 
does not separate the labor rates into 
different skill levels or types of labor, 
the Department has applied the same 
wage rate to all skill levels and types of 
labor reported by the respondents.52 
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53 See Surrogate Value Memorandum at 7 and 
Exhibit 8. 

54 See Surrogate Value Memorandum at 7 and 
Exhibit 8. 

55 See Surrogate Country Memo at 9. 

56 Shanghai Xishu Electric Material Co., Ltd. and 
Shanghai Uchem Co., Ltd. are part of the PRC-wide 
entity. 

Lastly, we valued SG&A expenses, 
factory overhead costs, and profit using 
the contemporaneous 2008–2009 
financial statements of Polyplex 
Corporation Ltd., an Indian producer of 
PET film.53 As both Petitioners and the 
respondents have pointed out, the 
2008–2009 financial statement of 
Polyplex Corporation Ltd. shows 
evidence of participation in the Duty 
Entitlement Passbook scheme at page 
61, which the Department has found to 
be a countervailable subsidy. See 
Carbazole Violet Pigment 23 From 
India: Final Results of Countervailing 
Duty Administrative Review, 75 FR 
33243 (June 11, 2010) and the 
accompanying Issues and Decision 
Memorandum at II.A.2. However, since 
there are currently no other financial 
statements on the record of this 
administrative review that the 
Department can use to calculate the 
surrogate financial ratios, we have 
determined that the 2008–2009 financial 
statement of Polyplex Corporation Ltd. 
is the best available information for 
calculating surrogate financial ratios. 
See section 773(c)(1) of the Act (‘‘* * * 
the valuation of the factors of 
production shall be based on the best 
available information regarding the 
values of such factors in a market 
economy country * * *’’). Therefore, 
based on the above data considerations, 
we consider India to have the most 
appropriate surrogate financial ratio 
data for use in this proceeding.54 

Further, consistent with the 
Department’s practice to not rely on 
incomplete surrogate financial 
statements, we did not use the 2008– 
2009 financial statement of Ester 
Industries Ltd. placed on the record by 
Fuwei Films and Green Packing, 
because these respondents’ joint 
submission failed to include a 
significant portion of the financial 
statement.55 See Surrogate Country 
Memo at 9. 

Currency Conversion 
We made currency conversions into 

U.S. dollars, in accordance with section 
773A(a) of the Act, based on the 
exchange rates in effect on the dates of 
the U.S. sales as certified by the Federal 
Reserve Bank. 

Preliminary Results of Review 
We preliminarily determine that the 

following dumping margins exist for 
Fuwei Films, Green Packing, Wanhua, 
and the PRC-Entity, for the period 

November 6, 2008, through October 31, 
2009: 

Exporter 
Antidumping 
duty percent 

margin 

Fuwei Films (Shandong) Co., 
Ltd ..................................... 122.58 

Shaoxing Xiangyu Green 
Packing Co., Ltd ............... 130.39 

Tianjin Wanhua Co., Ltd ....... 126.49 
PRC-wide Entity 56 ................ 76.72 

Disclosure 
The Department will disclose 

calculations performed for these 
preliminary results to the parties within 
five days after the date of publication of 
these preliminary results of review in 
accordance with 19 CFR 351.224(b). 

Comments 
Interested parties may submit written 

comments no later than 30 days after the 
date of publication of these preliminary 
results of review. See 19 CFR 
351.309(c)(1)(ii). Rebuttal comments 
must be limited to the issues raised in 
the written comments and may be filed 
no later than five days after the time 
limit for filing the case briefs. See 19 
CFR 351.309(d). Parties submitting 
written comments or rebuttal comments 
are requested to provide the Department 
with an additional copy of those 
comments on CD–R. Any interested 
party may request a hearing within 30 
days of publication of these preliminary 
results. See 19 CFR 351.310(c). Any 
hearing, if requested, ordinarily will be 
held two days after the scheduled date 
for submission of rebuttal briefs. See 19 
CFR 351.310(d). Parties should confirm 
by telephone the date, time, and 
location of the hearing two days before 
the scheduled date. 

The Department will issue the final 
results of the administrative review, 
which will include the results of its 
analysis of issues raised in the briefs, 
within 120 days of publication of these 
preliminary results, in accordance with 
section 751(a)(3)(A) of the Act, unless 
the time limit is extended. 

Assessment Rates 
Pursuant to 19 CFR 351.212, the 

Department will determine, and CBP 
shall assess, antidumping duties on all 
appropriate entries of subject 
merchandise in accordance with the 
final results of this review. For 
assessment purposes, the Department 
calculated exporter/importer- (or 
customer) -specific assessment rates for 

merchandise subject to this review. The 
Department calculated a per-unit rate 
for each importer (or customer) by 
dividing the total dumping margins for 
reviewed sales to that party by the total 
sales quantity associated with those 
transactions. For duty-assessment rates 
calculated on this basis, the Department 
will direct CBP to assess the resulting 
per-unit rate against the entered 
quantity of the subject merchandise. 
Where an importer- (or customer) 
-specific assessment rate is de minimis 
(i.e., less than 0.50 percent), the 
Department will instruct CBP to assess 
that importer’s (or customer’s) entries of 
subject merchandise without regard to 
antidumping duties. The Department 
intends to instruct CBP to liquidate 
entries containing subject merchandise 
exported by the PRC-wide entity at the 
PRC-wide rate in the final results of this 
review. The Department intends to issue 
appropriate assessment instructions 
directly to CBP 15 days after publication 
of the final results of this review. 

Cash Deposit Requirements 
The following cash deposit 

requirements will be effective for 
shipments of subject merchandise from 
the PRC entered, or withdrawn from 
warehouse, for consumption on or after 
the publication date of the final results 
of the review, as provided by sections 
751(a)(1) and (a)(2)(C) of the Act: (1) For 
all respondents receiving a separate rate 
in this review, the cash deposit rate will 
be that established in the final results of 
the review; (2) for previously 
investigated or reviewed PRC and non- 
PRC exporters not listed above that have 
separate rates, the cash deposit rate will 
continue to be the exporter-specific rate 
published for the most recent period; 
(3) for all PRC exporters of subject 
merchandise that have not been found 
to be entitled to a separate rate, the cash 
deposit rate will be the PRC-wide rate 
of 76.72 percent; and (4) for all non-PRC 
exporters of subject merchandise which 
have not received their own rate, the 
cash deposit rate will be the rate 
applicable to the PRC exporters that 
supplied that non-PRC exporter. These 
deposit requirements, when imposed, 
shall remain in effect until further 
notice. 

Notification to Importers 
This notice also serves as a 

preliminary reminder to importers of 
their responsibility under 19 CFR 
351.402(f) to file a certificate regarding 
the reimbursement of antidumping 
duties prior to liquidation of the 
relevant entries during this review 
period. Failure to comply with this 
requirement could result in the 
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Secretary’s presumption that 
reimbursement of antidumping duties 
occurred and the subsequent assessment 
of double antidumping duties. 

The Department is issuing and 
publishing these preliminary results of 
administrative review in accordance 
with sections 751(a)(1) and 777(i)(1) of 
the Act, and 19 CFR 351.221(b)(4). 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 2010–20190 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–351–841] 

Polyethylene Terephthalate Film, 
Sheet, and Strip From Brazil: 
Preliminary Results of Antidumping 
Duty Administrative Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: The Department of Commerce 
(the Department) is conducting an 
administrative review of the 
antidumping duty order on 
polyethylene terephthalate film, sheet, 
and strip (PET film) from Brazil. This 
administrative review covers one 
respondent, Terphane, Inc. (Terphane) 
and the period of review (POR) is 
November 6, 2008 through October 31, 
2009. Given Terphane’s failure to 
respond to the Department’s requests for 
information, we have assigned Terphane 
a margin based on adverse facts 
available (AFA). If these preliminary 
results are adopted in our final results 
of this review, we will instruct U.S. 
Customs and Border Protection (CBP) to 
assess antidumping duties on all 
appropriate entries of subject 
merchandise during the POR. 

Interested parties are invited to 
comment on these preliminary results. 
We intend to issue the final results no 
later than 120 days from the date of 
publication of this notice, pursuant to 
section 751(a)(3)(A) of the Tariff Act of 
1930, as amended (the Act). 
DATES: Effective Date: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Deborah Scott or Robert James, AD/CVD 
Operations, Office 7, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW., Washington, DC 20230; 
telephone: (202) 482–2657 or (202) 482– 
0649, respectively. 

SUPPLEMENTARY INFORMATION: 

Background 
On November 10, 2008, the 

Department published the antidumping 
duty order on PET film from Brazil. See 
Polyethylene Terephthalate Film, Sheet, 
and Strip From Brazil, the People’s 
Republic of China and the United Arab 
Emirates: Antidumping Duty Orders and 
Amended Final Determination of Sales 
at Less Than Fair Value for the United 
Arab Emirates, 73 FR 66595 (November 
10, 2008). On November 2, 2009, the 
Department published Antidumping or 
Countervailing Duty Order, Finding, or 
Suspended Investigation; Opportunity 
To Request Administrative Review, 74 
FR 56573 (November 2, 2009). On 
November 30, 2009, DuPont Teijin 
Films, Mitsubishi Polyester Film, Inc., 
SKC, Inc., and Toray Plastics (America), 
Inc. (collectively, petitioners) requested 
that the Department conduct an 
administrative review of Terphane’s 
sales or offers for sales of PET film from 
Brazil made during the period 
November 6, 2008 through October 31, 
2009. On December 23, 2009, the 
Department published a notice of 
initiation of an administrative review of 
PET film from Brazil for Terphane for 
the period November 6, 2008 through 
October 31, 2009. See Initiation of 
Antidumping and Countervailing Duty 
Administrative Reviews and Request for 
Revocation in Part, 74 FR 68229 
(December 23, 2009). On January 12, 
2010, the Department issued an 
antidumping duty questionnaire to 
Terphane. On February 12, 2010, 
Terphane submitted a letter to the 
Department stating it had only one very 
small shipment of subject merchandise 
to the United States during the POR and 
that it had deposited duties on this 
merchandise at the applicable cash 
deposit rate. Because the value of the 
subject merchandise shipped to the 
United States during the POR was small, 
Terphane declared it would not be 
responding to the Department’s 
questionnaire or otherwise participating 
in the administrative review. 

Period of Review 
The POR is November 6, 2008 through 

October 31, 2009. 

Scope of the Order 
The products covered by this order 

are all gauges of raw, pre-treated, or 
primed PET film, whether extruded or 
co-extruded. Excluded are metallized 
films and other finished films that have 
had at least one of their surfaces 
modified by the application of a 
performance-enhancing resinous or 
inorganic layer more than 0.00001 

inches thick. Also excluded is roller 
transport cleaning film which has at 
least one of its surfaces modified by 
application of 0.5 micrometers of SBR 
latex. Tracing and drafting film is also 
excluded. PET film is classifiable under 
subheading 3920.62.00.90 of the 
Harmonized Tariff Schedule of the 
United States (HTSUS). While HTSUS 
subheadings are provided for 
convenience and customs purposes, our 
written description of the scope of these 
orders is dispositive. 

Application of Facts Available 
Section 776(a) of the Act provides that 

the Department shall, subject to section 
782(d) of the Act, apply ‘‘the facts 
otherwise available’’ if (1) necessary 
information is not available on the 
record of an antidumping proceeding or 
(2) an interested party or any other 
person: (A) Withholds information that 
has been requested by the administering 
authority; (B) fails to provide such 
information by the deadlines for the 
submission of the information or in the 
form and manner requested, subject to 
subsections (c)(1) and (e) of section 782 
of the Act; (C) significantly impedes a 
proceeding under this title; or (D) 
provides such information but the 
information cannot be verified as 
provided in section 782(i) of the Act. 

Where the Department determines 
that a response to a request for 
information does not comply with the 
request, section 782(d) of the Act 
provides that the Department will so 
inform the party submitting the 
response and will, to the extent 
practicable, provide that party with an 
opportunity to remedy or explain the 
deficiency. Section 782(d) of the Act 
further provides that if the party 
submits further information that is 
unsatisfactory or untimely, the 
Department may, subject to subsection 
(e), disregard all or part of the original 
and subsequent responses. Section 
782(e) of the Act provides that the 
Department shall not decline to 
consider information that is submitted 
by an interested party and is necessary 
to the determination but does not meet 
all the applicable requirements 
established by the administering 
authority if the information is submitted 
in a timely manner, can be verified, is 
not so incomplete that it cannot be used, 
and the interested party acted to the best 
of its ability in providing the 
information. Where all of these 
conditions are met, the statute requires 
the Department to use the information 
supplied if it can do so without undue 
difficulties. 

In this case, Terphane did not provide 
a response to our request for 
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information and information necessary 
to make a determination in this segment 
of the proceeding is not on the record. 
In fact, Terphane specifically stated in 
its letter of February 12, 2010, that it 
would not be responding to the 
Department’s questionnaire or otherwise 
participating in this administrative 
review. Thus, the Department 
preliminarily determines that necessary 
information is not available on the 
record to serve as the basis for the 
calculation of Terphane’s margin. See 
section 776(a)(1) of the Act. We also 
preliminarily find that Terphane has 
withheld information requested by the 
Department and significantly impeded 
the proceeding. See section 776(a)(2)(A) 
and (C) of the Act; see also, e.g., Certain 
Lined Paper Products from India: Notice 
of Final Results of the First 
Antidumping Duty Administrative 
Review, 74 FR 17149 (April 14, 2009) 
and accompanying Issues and Decision 
Memorandum at Comment 2. 

Therefore, pursuant to sections 
776(a)(1) and 776(a)(2)(A) and (C) of the 
Act, the Department preliminarily 
determines that the use of the facts 
otherwise available is warranted for 
Terphane. Because Terphane did not 
respond to the Department’s request for 
information, sections 782(d) and (e) of 
the Act are not applicable in this case. 

Application of Adverse Facts Available 
and Selection of Adverse Facts 
Available Rate 

According to section 776(b) of the 
Act, if the Department finds an 
interested party has failed to cooperate 
by not acting to the best of its ability to 
comply with requests for information, 
the Department may use an inference 
that is adverse to the interests of that 
party in selecting from the facts 
otherwise available. Adverse inferences 
are appropriate ‘‘to ensure that the party 
does not obtain a more favorable result 
by failing to cooperate than if it had 
cooperated fully.’’ See Statement of 
Administrative Action accompanying 
the Uruguay Round Agreements Act, 
H.R. Doc. No. 103–316, vol. 1 (1994) 
(SAA) at 870; see also Notice of Final 
Determination of Sales at Less than Fair 
Value: Certain Frozen and Canned 
Warmwater Shrimp From Brazil, 69 FR 
76910, 76912 (December 23, 2004). 
Furthermore, ‘‘affirmative evidence of 
bad faith on the part of a respondent is 
not required before the Department may 
make an adverse inference.’’ See 
Antidumping Duties; Countervailing 
Duties; Final Rule, 62 FR 27296, 27340 
(May 19, 1997); see also Nippon Steel 
Corp. v. United States, 337 F.3d 1373, 
1382–83 (Fed. Cir. 2003) (Nippon). In 
this case, the Department finds 

Terphane failed to cooperate to the best 
of its ability in this proceeding by 
refusing to respond to the Department’s 
antidumping questionnaire and 
otherwise participate in the 
Department’s administrative review. 
Therefore, since Terphane did not act to 
the best of its ability by complying with 
the Department’s request for 
information, the Department has 
preliminarily determined an adverse 
inference is warranted in selecting from 
the facts otherwise available pursuant to 
section 776(b) of the Act. See Nippon, 
337 F.3d at 1382–83. 

Section 776(b) of the Act provides the 
Department may use, as an adverse 
inference, information derived from the 
petition, the final determination in the 
investigation, any previous 
administrative review, or other 
information placed on the record. The 
Department’s practice, when selecting 
an AFA rate from among the possible 
sources of information, has been to 
ensure that the margin is sufficiently 
adverse ‘‘as to effectuate the statutory 
purposes of the adverse facts available 
rule to induce respondents to provide 
the Department with complete and 
accurate information in a timely 
manner.’’ See, e.g., Certain Steel 
Concrete Reinforcing Bars from Turkey; 
Final Results and Rescission of 
Antidumping Duty Administrative 
Review in Part, 71 FR 65082, 65084 
(November 7, 2006). 

To induce future cooperation, the 
Department preliminarily determines to 
assign Terphane an AFA rate of 44.36 
percent. This rate is Terphane’s cash 
deposit rate from the investigation and 
represents the highest margin alleged in 
the petition. See Notice of Final 
Determination of Sales at Less Than 
Fair Value: Polyethylene Terephthalate 
Film, Sheet, and Strip from Brazil, 73 
FR 55035, 55036 (September 24, 2008) 
(Final Determination). The Department 
determines that the selected margin will 
prevent Terphane from benefitting from 
its failure to cooperate with the 
Department’s requests for information. 
Additionally, we find that this rate is 
reasonably high enough to encourage 
participation in future segments of the 
proceeding. 

Corroboration of Secondary 
Information Used as Adverse Facts 
Available 

Section 776(c) of the Act provides 
that, where the Department selects from 
among the facts otherwise available and 
relies on ‘‘secondary information,’’ the 
Department shall, to the extent 
practicable, corroborate that information 
from independent sources reasonably at 
the Department’s disposal. Secondary 

information is described as 
‘‘[i]nformation derived from the petition 
that gave rise to the investigation or 
review, the final determination covering 
the subject merchandise, or any 
previous review under section 751 
concerning the subject merchandise.’’ 
See SAA at 870. The SAA states that 
‘‘corroborate’’ means the Department 
will satisfy itself that the secondary 
information to be used has probative 
value. Id. The SAA also states that 
independent sources used to corroborate 
such evidence may include, for 
example, published price lists, official 
import statistics and customs data, and 
information obtained from interested 
parties during the particular 
investigation or review. Id. 

To corroborate secondary information, 
the Department will, to the extent 
practicable, examine the reliability and 
relevance of the information to be used. 
Id. Unlike other types of information 
such as input costs or selling expenses, 
there are no independent sources for 
calculated dumping margins. The only 
sources for calculated margins are 
administrative determinations. 

In an administrative review, if the 
Department chooses to use as facts 
available a petition rate which was 
corroborated in the less-than-fair-value 
(LTFV) investigation and no information 
has been presented in the current 
review that calls into the question of 
reliability of this information, the 
information is reliable. See, e.g., Certain 
Tissue Paper from the People’s Republic 
of China: Preliminary Results and 
Preliminary Rescission, In Part, of 
Antidumping Duty Administrative 
Review, 72 FR 17477, 17480–81 (April 
9, 2007), unchanged in Certain Tissue 
Paper Products from the People’s 
Republic of China: Final Results and 
Final Rescission, In Part, of 
Antidumping Duty Administrative 
Review, 72 FR 58642 (October 16, 2007). 
Because the AFA rate of 44.36 percent 
in this review was corroborated in the 
recently completed LTFV investigation 
and no information in the current 
review calls into the question of 
reliability of this rate, we find the AFA 
rate of 44.36 percent is reliable. See 
Notice of Preliminary Determination of 
Sales at Less Than Fair Value: 
Polyethylene Terephthalate Film, Sheet, 
and Strip from Brazil, 73 FR 24560 (May 
5, 2008), unchanged in Final 
Determination. 

With respect to the relevance aspect 
of corroboration, the Department will 
consider information reasonably at its 
disposal to determine whether a margin 
continues to have relevance. Where 
circumstances indicate that the selected 
margin is not appropriate as AFA, the 
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Department will disregard the margin 
and determine an appropriate margin. 
For example, in Fresh Cut Flowers From 
Mexico; Final Results of Antidumping 
Duty Administrative Review, 61 FR 
6812, 6814 (February 22, 1996), the 
Department disregarded the highest 
margin in that case as best information 
available (the predecessor to facts 
available) because the margin was based 
on another company’s uncharacteristic 
business expense resulting in an 
unusually high margin. Similarly, the 
Department does not apply a margin 
that has been discredited or judicially 
invalidated. See D & L Supply Co. v. 
United States, 113 F.3d 1220, 1221 (Fed. 
Cir. 1997). 

In this review, there are no 
circumstances present to indicate that 
the selected margin is not appropriate as 
AFA. The margin we have selected is 
the margin we determined for Terphane 
in the LTFV investigation and 
represents the highest margin alleged in 
the petition. Moreover, because 
Terphane refused to respond to the 
Department’s questionnaire, there is no 
information on the record of this review 
that demonstrates that 44.36 percent is 
not an appropriate AFA rate for 
Terphane. Thus, the Department 
considers this dumping margin relevant 
for the use of AFA for this 
administrative review because this 
margin is calculated based on 
information from the investigation of 
this proceeding. 

As the AFA rate is both reliable and 
relevant, we find it has probative value. 
Therefore, with the information at our 
disposal for the corroboration of this 
AFA rate, we find that the rate of 44.36 
percent is corroborated to the greatest 
extent practicable in accordance with 
section 776(c) of the Act. We 
preliminarily find that use of the rate of 
44.36 percent as AFA is sufficiently 
high to ensure that Terphane does not 
benefit from failing to cooperate in our 
review by choosing not to respond to 
the Department’s antidumping 
questionnaire and otherwise participate 
in the Department’s administrative 
review. 

Preliminary Results of Review 

We preliminarily determine that the 
following antidumping duty margin 
exists for the period November 6, 2008 
through October 31, 2009: 

Producer/exporter Margin 
(percent) 

Terphane, Inc ........................... 44.36 

Disclosure and Public Comment 

Interested parties may submit case 
briefs no later than 30 days after the 
date of publication of these preliminary 
results of review. See 19 CFR 
351.309(c)(1)(ii). Rebuttal briefs, limited 
to issues raised in the case briefs, may 
be filed no later than five days after the 
time limit for filing the case briefs. See 
19 CFR 351.309(d)(1). Parties who 
submit case or rebuttal briefs in this 
proceeding are requested to submit with 
each argument a statement of the issue. 
Parties are also encouraged to provide a 
summary of the arguments not to exceed 
five pages and a table of statutes, 
regulations, and cases cited. See 19 CFR 
351.309(c)(2). 

Interested parties who wish to request 
a hearing or to participate if one is 
requested must submit a written request 
to the Assistant Secretary for Import 
Administration within 30 days of 
publication of these preliminary results. 
See 19 CFR 351.310(c). Requests should 
contain the following information: 
(1) The party’s name, address, and 
telephone number; (2) the number of 
participants; and (3) a list of the issues 
to be discussed. Issues raised in the 
hearing will be limited to those raised 
in the case and rebuttal briefs. Any 
hearing, if requested, will be held 37 
days after the date of publication, or the 
first business day thereafter, unless the 
Department alters the date pursuant to 
19 CFR 351.310(d)(1). 

The Department intends to issue the 
final results of this administrative 
review, which will include the results of 
its analysis of issues raised in any such 
comments, within 120 days of 
publication of these preliminary results, 
pursuant to section 751(a)(3)(A) of the 
Act. 

Assessment Rates 

Upon issuance of the final results, the 
Department will determine, and CBP 
shall assess, antidumping duties on all 
appropriate entries. We preliminarily 
intend to instruct CBP to apply a 
dumping margin of 44.36 percent ad 
valorem to PET film from Brazil that 
was produced and/or exported by 
Terphane and entered, or withdrawn 
from warehouse, for consumption 
during the POR. The Department 
intends to issue appropriate assessment 
instructions to CBP 15 days after the 
date of publication of the final results of 
review. 

Cash Deposit Requirements 

The following cash-deposit 
requirements will be effective upon 
publication of the notice of final results 
of administrative review for all 

shipments of the subject merchandise 
entered, or withdrawn from warehouse, 
for consumption on or after the 
publication date of the final results, as 
provided by section 751(a)(2)(C) of the 
Act: (1) The cash deposit rate for 
Terphane will be the rate established in 
the final results of this review; (2) for 
other previously reviewed or 
investigated companies, the cash- 
deposit rate will continue to be the 
company-specific rate published for the 
most recent period; (3) if the exporter is 
not a firm covered in this review or the 
LTFV investigation but the 
manufacturer is, the cash-deposit rate 
will be the rate established for the most 
recent period for the manufacturer of 
the merchandise; (4) if neither the 
exporter nor the manufacturer has its 
own rate, the cash-deposit rate will be 
28.72 percent, the all-others rate 
established in the Final Determination. 
These deposit requirements, when 
imposed, shall remain in effect until 
further notice. 

Notification to Importers 

This notice also serves as a 
preliminary reminder to importers of 
their responsibility under 19 CFR 
351.402(f)(2) to file a certificate 
regarding the reimbursement of 
antidumping duties prior to liquidation 
of the relevant entries during this 
review period. Failure to comply with 
this requirement could result in the 
Secretary’s presumption that 
reimbursement of antidumping duties 
occurred and the subsequent assessment 
of double antidumping duties. 

These preliminary results of 
administrative review are issued and 
published in accordance with sections 
751(a)(1) and 777(i)(1) of the Act. 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 2010–20188 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–583–837] 

Polyethylene Terephthalate Film, 
Sheet, and Strip From Taiwan: 
Preliminary Results of Antidumping 
Duty Administrative Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: The Department of Commerce 
(the Department) is conducting an 
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1 The Department had previously exercised its 
discretion to toll deadlines for the duration of the 
closure of the Federal Government from February 
5 through February 12, 2010. Thus, all deadlines in 
this segment of the proceeding, including these 
preliminary results, had already been extended by 
seven days. See Memorandum to the Record from 
Ronald Lorentzen, DAS for Import Administration, 
regarding ‘‘Tolling of Administrative Deadlines As 
a Result of the Government Closure During the 
Recent Snowstorm,’’ dated February 12, 2010. 

administrative review of the 
antidumping duty order on 
polyethylene terephthalate film, sheet, 
and strip (PET Film) from Taiwan. This 
review covers respondents, Nan Ya 
Plastics Corporation, Ltd., (Nan Ya), as 
well as Shinkong Synthetic Fibers 
Corporation (SSFC) and Shinkong 
Materials Technology Co. Ltd. (SMTC) 
(collectively, Shinkong), producers and 
exporters of PET Film from Taiwan. 

The Department preliminarily 
determines that sales of PET Film from 
Taiwan have been made below normal 
value during the period of review. The 
preliminary results are listed below in 
the section titled ‘‘Preliminary Results of 
Review.’’ Interested parties are invited to 
comment on these preliminary results. 
DATES: Effective Date: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Gene Calvert, Martha Douthit, or Jun 
Jack Zhao, AD/CVD Operations, Office 
6, Import Administration, International 
Trade Administration, U.S. Department 
of Commerce, 14th Street and 
Constitution Avenue, NW., Washington, 
DC 20230; telephone: (202) 428–3586, 
(202) 482–5050, or (202) 482–1396, 
respectively. 

SUPPLEMENTARY INFORMATION: 

Background 
On July 1, 2002, the Department 

published in the Federal Register the 
antidumping duty order on PET Film 
from Taiwan. See Amended Final 
Antidumping Duty Determination of 
Sales at Less Than Fair Value and 
Antidumping Duty Order: Polyethylene 
Terephthalate Film, Sheet, and Strip 
(PET Film) from Taiwan, 67 FR 46566 
(July 1, 2002). 

On July 1, 2009, the Department 
published a notice of opportunity to 
request an administrative review of this 
order. See Antidumping or 
Countervailing Duty Order, Finding, or 
Suspended Investigation: Opportunity 
to Request Administrative Review, 74 
FR 31406 (July 1, 2009). In response, on 
July 30, 2009, the domestic interested 
parties DuPont Teijin Films, Mitsubishi 
Polyester Film of America, SKC, Inc., 
and Toray Plastics (America), Inc. 
requested that the Department conduct 
an administrative review of Nan Ya and 
Shinkong’s sales of PET Film in the U.S. 
market. 

On August 25, 2009, the Department 
initiated an administrative review of 
Nan Ya and Shinkong. See Initiation of 
Antidumping and Countervailing 
Administrative Reviews and Request for 
Revocation in Part, 74 FR 42873 (August 
25, 2009). On September 23, 2009, the 
Department issued an antidumping duty 
questionnaire to the respondents. 

During April and May 2010, the 
Department issued two supplemental 
questionnaires to Nan Ya and one to 
Shinkong regarding their sales 
information. Separately, the Department 
issued supplemental questionnaires to 
both respondents from May through July 
regarding their reported cost 
information. All responses were 
submitted on a timely basis. 

On March 25, 2010 the Department 
extended the time period for issuing the 
preliminary results of the administrative 
review.1 See Polyethylene Terephthalate 
Film, Sheet and Strip from Taiwan: 
Extension of Time Limit for Preliminary 
Results of Antidumping Duty 
Administrative Review, 75 FR 14423 
(March 25, 2010). The revised deadline 
fell on Saturday, August 7, 2010. It is 
the Department’s long-standing practice, 
however, to issue a determination the 
next business day when the statutory 
deadline falls on a weekend, federal 
holiday, or any other day when the 
Department is closed. See Notice of 
Clarification: Application of ‘‘Next 
Business Day’’ Rule for Administrative 
Determination Deadlines Pursuant to 
the Tariff Act of 1930, As Amended, 70 
FR 24533 (May 10, 2005). Accordingly, 
the deadline for the completion of these 
preliminary results was revised to 
August 9, 2010. 

On July 29, 2010, and August 4, 2010, 
we received comments from Petitioners 
offering suggestions for these 
preliminary results of review for Nan Ya 
and Shinkong, respectively. The 
Department did not have adequate time 
to consider these comments in their 
entirety for these preliminary results. 
We will, however, consider them for 
any upcoming supplemental 
questionnaires, for verification, if 
conducted, and for the final results of 
review. 

Scope of the Order 
For purposes of this administrative 

review, the products covered are all 
gauges of raw, pretreated, or primed 
polyethylene terephthalate film, 
whether extruded or coextruded. 
Excluded are metallized films and other 
finished films that have had at least one 
of their surfaces modified by the 
application of a performance-enhancing 
resinous or inorganic layer more than 

0.00001 inches thick. Imports of PET 
Film are currently classifiable in the 
Harmonized Tariff Schedule of the 
United States (HTSUS) under item 
number 3920.62.00. HTSUS 
subheadings are provided for 
convenience and customs purposes. The 
written description of the scope of this 
proceeding is dispositive. 

Period of Review 
The period of review (POR) is July 1, 

2008, through June 30, 2009. 

Collapsing of SSFC and SMTC 
The Department preliminarily 

determines that SSFC and SMTC should 
be treated as a single entity (i.e., 
Shinkong) for purposes of calculating an 
antidumping margin pursuant to 19 CFR 
351.401(f). SMTC was established in 
October 2004 and it is a wholly-owned 
subsidiary of SSFC. SSFC and SMTC 
produce similar or identical 
merchandise. During the POR, all of the 
subject merchandise under review 
produced by SMTC was sold to SSFC 
for SSFC’s re-sale in the home market, 
U.S. market and third countries. The 
level of common ownership between 
SSFC and SMTC creates a significant 
potential for manipulation of price or 
production. 

Affiliation of Nan Ya With U.S. 
Customers 

In the less-than-fair-value 
investigation, and in the first 
administrative review, the Department 
determined that Nan Ya, through a 
family grouping, was in a position of 
legal and operational control of three 
U.S. customers, in accordance with 
section 771(33)(F) of the Tariff Act of 
1930, as amended (the Act). See 
Polyethylene Terephthalate Film, Sheet, 
and Strip (PET Film) from Taiwan, 
Notice of Final Determination of Sales 
at Less Than Fair Value: 67 FR 35474, 
May 20, 2002. See also, ‘‘Affiliation of 
Nan Ya Plastic Corporation, Ltd., with 
Certain U.S. Customers,’’ dated April 1, 
2004. Members of a family involved in 
the ownership and management of Nan 
Ya also shared ownership and 
management of these three U.S. 
companies with potential to act in 
concert or act out of common interest to 
exert restraint or direction over a 
company’s activities. 

On April 6, 2010, and May 27, 2010, 
the Department requested that Nan Ya 
provide additional information 
regarding Nan Ya’s relationship with the 
U.S. customers. In this review period, 
Nan Ya sold the subject merchandise to 
these same U.S. companies. However, 
Nan Ya states that the family links are 
no longer present due to the passing of 
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2 We have also placed on the record our Nan Ya 
affiliations analysis from the most-recent 
administrative review. See Memorandum to the 
File, ‘‘Nan Ya Plastics Corporation, Ltd. Affiliations 
Analysis for the Period December 21, 2001 through 
June 30, 2003,’’ dated concurrently with this notice. 

Nan Ya’s late chairman in October 2008. 
Yet, the passing of a single member does 
not establish that Nan Ya and the three 
U.S. companies are no longer directly or 
indirectly, legally and operationally 
controlled by, or under common 
control, control of the family grouping. 

Based on Nan Ya’s responses to the 
Department’s questionnaires regarding 
ownership and management of the three 
U.S. companies, in addition to evidence 
placed on the record resulting from the 
Department’s independent research 
regarding the relationship between Nan 
Ya and these U.S. customers, the 
Department preliminarily determines 
that Nan Ya continues to be affiliated 
with these U.S. customers through a 
family grouping. See Memorandum to 
Barbara E. Tillman, Director, AD/CVD 
Operations, Office 6, ‘‘Affiliation of Nan 
Ya Plastics Corporation, Ltd. (Nan Ya) 
with Certain U.S. Customers,’’ dated 
August 9, 2010.2 The family grouping 
still has the potential to act in concert 
or act out of common interest, to exert 
restraint or direction over the 
companies’ activities. 

Comparisons to Normal Value 
To determine whether sales of PET 

Film were made at less than normal 
value (NV), we compared the 
respondents’ export price (EP) or 
constructed export price (CEP) sales 
made in the United States to unaffiliated 
customers to NV, as described below in 
the ‘‘United States Price’’ and ‘‘Normal 
Value’’ sections of this notice. In 
accordance with section 777A(d)(2) of 
the Act, we compared the EP and CEP 
of individual transactions to monthly 
weighted-average NVs. 

Product Comparisons 
Pursuant to section 771(16) of the Act, 

we determined that products sold by the 
respondents, as described in the ‘‘Scope 
of the Order’’ section, above, and sold in 
Taiwan during the POR, to be foreign 
like products for purposes of 
determining appropriate product 
comparisons to U.S. sales. We have 
relied on four criteria to match U.S. 
sales of subject merchandise to 
comparison-market sales: specification, 
thickness, thickness category, and 
surface treatment. Where there were no 
sales of identical merchandise in the 
home market to compare to U.S. sales, 
we compared U.S. sales to the most 
similar foreign like product on the basis 
of the characteristics listed above. 

Nan Ya reported additional internal 
codes and product model matching 
characteristics to indicate the special 
features of certain subject merchandise 
types. However, we have determined 
not to include these additional product 
model matching characteristics for the 
purpose of these preliminary results. 
Interested parties will have the 
opportunity to comment on the use of 
these additional product model 
matching characteristics in their case 
briefs. 

Level of Trade 

To determine whether NV sales are at 
a different level of trade (LOT) than U.S. 
sales, we examine selling functions 
along the chain of distribution between 
the respondent and the unaffiliated 
customer for EP sales and between the 
respondent and the affiliated U.S. 
importer for CEP sales. If the 
comparison market sales are at a 
different LOT, and the difference affects 
price comparability, as manifested in a 
pattern of consistent price differences 
between the sales on which NV is based 
and comparison market sales at the LOT 
of the export transaction, we make a 
LOT adjustment pursuant to section 
773(a)(7)(A) of the Act. 

In implementing these principles, we 
examined information provided by Nan 
Ya regarding the selling functions 
involved in its home market and U.S. 
sales, including a description of these 
selling functions, listed in Exhibit SE 
A–5 of Nan Ya’s May 5, 2010 
submission. Based on our analysis, we 
have preliminarily determined that Nan 
Ya sold at one LOT in the home market 
and one LOT in the United States 
(including both EP and CEP sales), as 
claimed by Nan Ya in its questionnaire 
responses. We have also preliminarily 
determined that the home market and 
U.S. LOTs are the same, and that, 
therefore, a LOT adjustment is not 
warranted. We note that Nan Ya did not 
request a LOT adjustment. 

Quarterly COP and CV 

While we have analyzed the quarterly 
cost of production (COP) and 
constructed value (CV) information from 
both Nan Ya and Shinkong, we note that 
we have issued additional supplemental 
questions on this issue. We intend to 
fully examine all of the quarterly COP 
and CV information after the 
preliminary results and determine 
whether it is appropriate to use shorter 
cost averaging periods for COP and CV 
in a post-preliminary analysis 
memorandum. 

Arm’s-Length Test 

The Department may calculate NV 
based on a sale to an affiliated party 
only if it is satisfied that the price to the 
affiliated party is comparable to the 
prices at which sales are made to parties 
not affiliated with the exporter or 
producer; i.e., sales to home market 
affiliates must be at arm’s-length. See 19 
CFR 351.403(c). Sales to affiliated 
customers for consumption in the home 
market that are determined not to be at 
arm’s-length are excluded from our 
analysis. To test whether sales are made 
at arm’s-length prices, the Department 
compares the prices of sales of 
comparable merchandise to affiliated 
and unaffiliated customers, net of all 
movement charges, direct selling 
expenses, and packing. Pursuant to 19 
CFR 351.403(c), and in accordance with 
the Department’s practice, when the 
prices charged to an affiliated party are, 
on average, between 98 and 102 percent 
of the prices charged to unaffiliated 
parties for merchandise comparable to 
that sold to the affiliated party, we 
determine that the sales to the affiliated 
party are at arm’s-length. See 
Antidumping Proceedings: Affiliated 
Party Sales in the Ordinary Course of 
Trade, 67 FR 69186, 69187 (November 
15, 2002). 

In this proceeding, Nan Ya did not 
have sales to affiliates in the home 
market. Shinkong reported sales of the 
foreign like product to affiliated 
customers who consumed the 
purchased material. Shinkong’s sales to 
these affiliated home market customers 
did not pass the arm’s-length test, and 
were therefore excluded from our 
analysis. See section 773(b)(1) of the 
Act. 

Nan Ya Margin Calculation 

Export Price and Constructed Export 
Price 

In calculating the antidumping duty 
margins for Nan Ya, we used EP, as 
defined in section 772(a) of the Act, for 
all sales that Nan Ya made directly to 
unaffiliated U.S. customers. As 
discussed above, however, we have 
preliminarily determined that certain 
U.S. customers were affiliated with Nan 
Ya during the POR. Thus, for such sales, 
we used CEP in our margin calculations, 
as defined in section 772(b) of the Act. 

Normal Value 

A. Selection of Comparison Market 

To determine whether there was a 
sufficient volume of sales of PET Film 
in the home market to serve as a viable 
basis for calculating normal value, we 
compared the volume of respondent’s 
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home market sales of the foreign like 
product to the volume of their U.S. sales 
of the subject merchandise, in 
accordance with section 773(a)(1) of the 
Act. In accordance with section 
773(a)(1)(B) of the Act, and 19 CFR 
351.404(b), because Nan Ya’s aggregate 
volume of home market sales of the 
foreign like product was greater than 
five percent of its aggregate volume of 
U.S. sales of the subject merchandise, 
we have determined that the home 
market was viable for comparison 
purposes. 

B. Cost of Production Analysis 
Pursuant to 773(b)(2)(A)(ii) of the Act, 

because the Department had disregarded 
certain of Nan Ya’s sales in the most 
recently completed review of this order, 
the Department had reasonable grounds 
to believe or suspect that Nan Ya made 
home market sales at prices below COP 
in this review. As a result, the 
Department was directed under section 
773(b) of the Act to determine whether 
Nan Ya made home market sales during 
the POR at prices below COP. 

C. Calculation of COP 
In accordance with section 773(b)(3) 

of the Act, we calculated COP based on 
the sum of Nan Ya’s cost of materials 
and fabrication for the foreign like 
product, plus amounts for selling, 
general, and administrative expenses 
(SG&A), interest expenses and home 
market packing costs. See Memorandum 
to Neal M. Halper, Director, Office of 
Accounting, ‘‘Cost of Production and 
Constructed Value Calculation 
Adjustments for the Preliminary 
Results—Nan Ya Plastics Corporation,’’ 
dated August 9, 2010. We applied the 
major input rule under section 773(f)(3) 
of the Act to Nan Ya’s purchases of 
purified terephthalic acid (PTA) from an 
affiliated supplier and adjusted Nan 
Ya’s reported cost of manufacturing to 
reflect the higher of transfer price, 
market price or COP. We eliminated the 
inter-divisional profit arising from 
ethylene glycol transactions between 
Nan Ya’s Polyester Fiber division and 
one of its petrochemicals divisions. In 
addition, we adjusted Nan Ya’s reported 
cost of manufacturing to include 
excluded pension costs and surplus 
fixed costs. Finally, we adjusted Nan 
Ya’s reported total general and 
administrative expense to include the 
cost of temporary plant shutdowns. 
These calculations include revisions by 
the Department to the COP information 
reported by Nan Ya. 

D. COP Test 
On a product-specific basis, we 

compared the revised COP figures to 

home market prices net of applicable 
billing adjustments, discounts and 
rebates, movement charges, selling 
expenses, and packing to determine 
whether home market sales had been 
made at prices below COP. In 
determining whether to disregard home 
market sales made at prices below COP, 
we examined, in accordance with 
sections 773(b)(1)(A) and (B) of the Act, 
whether, within an extended period of 
time, such sales were made in 
substantial quantities, and whether such 
sales were made at prices which did not 
permit the recovery of all costs within 
a reasonable period of time in the 
normal course of trade. In accordance 
with section 773(b)(2)(C) of the Act, 
where less than 20 percent of a given 
product was sold at prices less than 
COP, we did not disregard any below- 
cost sales of that product, because the 
below-cost sales were not made in 
‘‘substantial quantities.’’ Where 20 
percent or more of a given product was 
sold at prices less than COP, we 
disregarded the below cost sales 
because: (1) They were made within an 
extended period of time in ‘‘substantial 
quantities,’’ in accordance with sections 
773(b)(2)(B) and (C) of the Act; and, (2) 
based on our comparison of prices to 
weighted-average COP figures for the 
POR, they were made at prices which 
would not permit the recovery of all 
costs within a reasonable period of time, 
in accordance with section 773(b)(2)(D) 
of the Act. Based on this analysis, we 
found that Nan Ya did have below cost 
sales that must be disregarded. We used 
the remaining home market sales as the 
basis for determining NV, in accordance 
with section 773(b)(1) of the Act. 

E. Constructed Value 
After disregarding certain sales as 

below cost, as described above, home 
market sales of contemporaneous 
identical and similar products existed 
that allowed for price-to-price 
comparisons for all margin calculations. 
Therefore, the Department did not need 
to rely on constructed value for any 
calculations for this preliminary 
determination. 

F. Price-to-Price Comparisons 
We calculated NV based on packed 

prices to unaffiliated customers in the 
home market. We used Nan Ya’s 
adjustments and deductions as reported. 
We made deductions, where 
appropriate, for foreign inland freight 
pursuant to section 773(a)(6)(B) of the 
Act. In addition, for comparisons 
involving similar merchandise, we 
made adjustments for cost differences 
attributable to the physical differences 
between the products compared, 

pursuant to section 773(a)(6)(C)(ii) of 
the Act and 19 CFR 351.411. We also 
made adjustments for differences in 
circumstances of sale (COS) in 
accordance with section 773(a)(6)(C)(iii) 
of the Act and 19 CFR 351.410. We 
made COS adjustments for imputed 
credit expenses. Finally, we deducted 
home market packing costs and added 
U.S. packing costs in accordance with 
sections 773(a)(6)(A) and (B) of the Act. 

Shinkong’s Margin Calculation 

Export Price 
In calculating the antidumping duty 

margins for Shinkong, we used EP, as 
defined in section 772(a) of the Act. 

Normal Value 

A. Selection of Comparison Market 
To determine whether there was a 

sufficient volume of sales of PET Film 
in the home market to serve as a viable 
basis for calculating normal value, we 
compared the volume of respondent’s 
home market sales of the foreign like 
product to the volume of their U.S. sales 
of the subject merchandise, in 
accordance with section 773(a)(1) of the 
Act. In accordance with section 
773(a)(1)(B) of the Act, and 19 CFR 
351.404(b), because Shinkong’s 
aggregate volume of home market sales 
of the foreign like product was greater 
than five percent of its aggregate volume 
of U.S. sales of the subject merchandise, 
we have determined that the home 
market was viable for comparison 
purposes. 

B. Cost of Production Analysis 
Pursuant to 773(b)(2)(A)(ii) of the Act, 

because the Department had disregarded 
certain of Shinkong’s sales in the most 
recently completed review of this order, 
the Department had reasonable grounds 
to believe or suspect that Shinkong 
made home market sales at prices below 
COP in this review. As a result, the 
Department was directed under section 
773(b) of the Act to determine whether 
Shinkong made home market sales 
during the POR at prices below COP. 

C. Calculation of COP 
In accordance with section 773(b)(3) 

of the Act, we calculated COP based on 
the sum of Shinkong’s cost of materials 
and fabrication for the foreign like 
product, plus amounts for SG&A, 
interest expenses and home market 
packing costs. These calculations 
include revisions by the Department to 
the COP information reported by 
Shinkong. We adjusted SSFC’s total 
general and administrative expenses to 
include the cost of temporary plant 
shut-downs for both SSFC and its 
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3 Shinkong sold a small amount of foreign like 
product to its affiliates in the home market for 
consumption during the POR. These sales have 
failed the arm’s-length test and therefore have been 
excluded from the calculation of NV. 

affiliated producer of merchandise 
under consideration, SMTC. See 
Memorandum to Neal M. Halper, 
Director, Office of Accounting, ‘‘Cost of 
Production and Constructed Value 
Calculation Adjustments for the 
Preliminary Results—Shinkong 
Synthetic Fibers Corporation,’’ dated 
August 9, 2010. 

D. COP Test 
On a product-specific basis, we 

compared the revised COP figures to 
home market prices net of applicable 
billing adjustments, discounts and 
rebates, movement charges, selling 
expenses, and packing to determine 
whether home market sales had been 
made at prices below COP. In 
determining whether to disregard home 
market sales made at prices below COP, 
we examined, in accordance with 
sections 773(b)(1)(A) and (B) of the Act, 
whether, within an extended period of 
time, such sales were made in 
substantial quantities, and whether such 
sales were made at prices which did not 
permit the recovery of all costs within 
a reasonable period of time in the 
normal course of trade. In accordance 
with section 773(b)(2)(C) of the Act, 
where less than 20 percent of a given 
product was sold at prices less than 
COP, we did not disregard any below- 
cost sales of that product, because the 
below-cost sales were not made in 
‘‘substantial quantities.’’ Where 20 
percent or more of a given product was 
sold at prices less than COP, we 
disregarded the below-cost sales 
because: (1) They were made within an 
extended period of time in ‘‘substantial 
quantities,’’ in accordance with sections 
773(b)(2)(B) and (C) of the Act; and, (2) 
based on our comparison of prices to 
weighted-average COP figures for the 
POR, they were made at prices which 
would not permit the recovery of all 
costs within a reasonable period of time, 
in accordance with section 773(b)(2)(D) 
of the Act. Based on this analysis, we 
found that Shinkong did have below- 
cost sales that must be disregarded. We 
used the remaining home market sales 
as the basis for determining NV, in 
accordance with section 773(b)(1) of the 
Act. 

E. Constructed Value 
After disregarding certain sales as 

below cost, as described above, home 
market sales of contemporaneous 
identical and similar products existed 
that allowed for price-to-price 
comparisons for all margin calculations. 
Therefore, the Department did not need 
to rely on constructed value for any 
calculations for this preliminary 
determination. 

F. Price-to-Price Comparisons 
We calculated NV based on packed 

prices to unaffiliated customers in the 
home market.3 We used Shinkong’s 
adjustments and deductions as reported. 
We made deductions, where 
appropriate, for foreign inland freight 
pursuant to section 773(a)(6)(B) of the 
Act. In addition, for comparisons 
involving similar merchandise, we 
made adjustments for cost differences 
attributable to the physical differences 
between the products compared, 
pursuant to section 773(a)(6)(C)(ii) of 
the Act and 19 CFR 351.411. We also 
made adjustments for differences in 
COS in accordance with section 
773(a)(6)(C)(iii) of the Act and 19 CFR 
351.410. We made COS adjustments for 
imputed credit expenses. Finally, we 
deducted home market packing costs 
and added U.S. packing costs in 
accordance with sections 773(a)(6)(A) 
and (B) of the Act. 

Currency Conversions 
Pursuant to section 773(A) of the Act 

and 19 CFR 351.415, we made currency 
conversions for Nan Ya’s and 
Shinkong’s sales based on the daily 
exchange rates in effect on the dates of 
the relevant U.S. sales as certified by the 
Federal Reserve Bank of New York. 

Preliminary Results of Review 
As a result of our review, we 

preliminarily determine the following 
weighted-average dumping margins 
exist for the period July 1, 2008, through 
June 30, 2009. 

Manufacturer/exporter Weighted-average 
margin (percent) 

Nan Ya Plastics Cor-
poration, Ltd. ............. 19.78 

Shinkong Synthetic Fi-
bers Corporation ....... 5.89 

Disclosure and Public Comment 
We will disclose the calculations used 

in our analysis to parties in this review 
within five days of the date of 
publication of this notice in accordance 
with 19 CFR 351.224(b). Any interested 
party may request a hearing within 30 
days of the publication of this notice in 
the Federal Register. See 19 CFR 
351.310. If a hearing is requested, the 
Department will notify interested 
parties of the hearing schedule. 

Interested parties are invited to 
comment on the preliminary results of 
this review. Interested parties must 

submit case briefs within 30 days of the 
date of publication of this notice. 
Rebuttal briefs, which must be limited 
to issues raised in the case briefs, must 
be filed not later than five days after the 
time limit for filing case briefs. See 19 
CFR 351.309(c) and (d) (for a further 
discussion of case briefs and rebuttal 
briefs, respectively). Parties who submit 
case briefs or rebuttal briefs in this 
review are requested to submit with 
each argument: (1) A statement of the 
issue, (2) a brief summary of the 
argument, and (3) a table of authorities. 
Executive summaries should be limited 
to five pages total, including footnotes. 

We intend to issue the final results of 
this administrative review, including 
the results of our analysis of issues 
raised in the written comments, within 
120 days of publication of these 
preliminary results in the Federal 
Register. See section 751(a)(3)(A) of the 
Act. 

Assessment Rates 
The Department shall determine, and 

U.S. Customs and Border Protection 
(CBP) shall assess, antidumping duties 
on all appropriate entries. We will 
instruct CBP to liquidate entries of 
merchandise produced and/or exported 
by Nan Ya and Shinkong. The 
Department intends to issue assessment 
instructions to CBP 15 days after the 
date of publication of the final results of 
review. For assessment purposes, where 
possible, we calculated importer- 
specific (or customer-specific) ad 
valorem assessment rates based on the 
ratio of the total amount of the dumping 
duties calculated for the examined sales 
to the total entered value of those same 
sales. See 19 CFR 351.212(b). However, 
where the respondents did not report 
the entered value for their sales, we will 
calculate importer-specific (or customer- 
specific) per unit duty assessment rates. 
We will instruct CBP to assess 
antidumping duties on all appropriate 
entries covered by this review if any 
assessment rate calculated in the final 
results of this review is above de 
minimis. 

Cash Deposit Requirements 
The following deposit requirements 

will be effective for all shipments of 
PET Film from Taiwan entered, or 
withdrawn from warehouse, for 
consumption on or after the date of 
publication of the final results of this 
administrative review, as provided for 
by section 751(a)(2)(C) of the Act: (1) 
The cash deposit rate for companies 
under review will be the rate 
established in the final results of this 
review (except, if the rate is zero or de 
minimis, i.e., less than 0.5 percent, no 
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1 At the Initiation of the instant review, the 
Department incorrectly spelled ‘‘Garofalo’’ as 
‘‘Garafalo.’’ See Initiation FR of Antidumping and 
Countervailing Duty Administrative Reviews and 
Request for Revocation in Part, 74 FR 42873, 42875. 
The Department acknowledges that the correct 
spelling is ‘‘Garofalo.’’ 

2 New World Pasta Company, American Italian 
Pasta Company, and Dakota Growers Pasta 
Company, (collectively, ‘‘Petitioners’’). 

cash deposit will be required); (2) for 
previously reviewed or investigated 
companies not listed above, the cash 
deposit rate will continue to be the 
company-specific rate published for the 
most recent period; (3) if the exporter is 
not a firm covered in this review, a prior 
review, or the less-than-fair-value 
investigation, but the manufacturer is, 
the cash deposit rate will be the rate 
established for the most recent period 
for the manufacturer of the 
merchandise; and, (4) if neither the 
exporter nor the manufacturer is a firm 
covered in this or any previous review, 
the cash deposit rate will be the all 
others rate for this proceeding, 2.40 
percent. These deposit requirements, 
when imposed, shall remain in effect 
until further notice. 

Notification to Importers 

This notice also serves as a 
preliminary reminder to importers of 
their responsibility under 19 CFR 
351.402(f) to file a certificate regarding 
the reimbursement of antidumping 
duties prior to liquidation of the 
relevant entries during this review 
period. Failure to comply with this 
requirement could result in the 
Department’s presumption that 
reimbursement of antidumping duties 
occurred and the subsequent assessment 
of doubled antidumping duties. 

These preliminary results of 
administrative review are issued and 
published in accordance with sections 
751(a)(1) and 777(i)(1) of the Act. 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 2010–20212 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–475–818] 

Certain Pasta From Italy: Notice of 
Preliminary Results of Antidumping 
Duty Administrative Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: In response to requests by 
interested parties, the Department of 
Commerce (‘‘the Department’’) is 
conducting an administrative review of 
the antidumping duty order on certain 
pasta (‘‘pasta’’) from Italy for the period 
of review (‘‘POR’’) July 1, 2008, through 
June 30, 2009. This review covers two 
producers/exporters of subject 

merchandise: Pastificio Attilio 
Mastromauro—Pasta Granoro S.r.L. 
(‘‘Granoro’’) and Pastaficio Lucio 
Garofalo S.p.A. (‘‘Garofalo’’).1 We 
preliminarily determine that during the 
POR, Granoro and Garofalo sold subject 
merchandise at less than normal value 
(‘‘NV’’). If these preliminary results are 
adopted in the final results of this 
administrative review, we will instruct 
U.S. Customs and Border Protection 
(‘‘CBP’’) to assess antidumping duties on 
all appropriate entries of subject 
merchandise during the POR. Interested 
parties are invited to comment on these 
preliminary results. 
DATES: Effective Date: August 16, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Victoria Cho or Jolanta Lawska AD/CVD 
Operations, Office 3, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW., Washington, DC 20230; 
telephone: (202) 482–5075 or (202) 482– 
8362, respectively. 
SUPPLEMENTARY INFORMATION: 

Background 
On July 24, 1996, the Department 

published in the Federal Register the 
antidumping duty order on pasta from 
Italy. See Notice of Antidumping Duty 
Order and Amended Final 
Determination of Sales at Less Than 
Fair Value: Certain Pasta From Italy, 61 
FR 38547 (July 24, 1996). 

On July 1, 2009, the Department 
published a notice of opportunity to 
request an administrative review of the 
antidumping duty order on certain pasta 
from Italy. See Antidumping or 
Countervailing Duty Order, Finding, or 
Suspended Investigation: Opportunity 
to Request Administrative Review, 74 
FR 31406 (July 1, 2009). We received 
requests for review from petitioners 2 
and individual Italian exporters/ 
producers of pasta, in accordance with 
19 CFR 351.213(b)(1) and (2). On August 
26, 2008, the Department published the 
notice of initiation of this antidumping 
duty administrative review covering the 
period July 1, 2008, through June 30, 
2009, listing the following companies as 
respondents: Domenico Paone fu 
Erasmo, S.p.A. (‘‘Erasmo’’), Fasolino 
Foods Company, Inc. and its affiliate 
Euro-American Foods Group, Inc. 

(‘‘Fasolino/Euro-American Foods’’), 
Garofalo, Granoro, Industria Alimentare 
Colavita, S.p.A. (‘‘Indalco’’), P.A.M. 
S.p.A. (‘‘PAM’’), and Pasta Lensi S.r.L. 
(‘‘Lensi’’). See Initiation of Antidumping 
and Countervailing Duty Administrative 
Reviews and Request for revocation in 
Part, 74 FR 42873 (August 25, 2009) 
(‘‘Initiation Notice’’). 

As explained in the memorandum 
from the Deputy Assistant Secretary for 
Import Administration, the Department 
has exercised its discretion to toll 
deadlines for the duration of the closure 
of the Federal Government from 
February 5, through February 12, 2010. 
Thus, all deadlines in this segment of 
the proceeding have been extended by 
seven days. The revised deadline for the 
preliminary results of this review is now 
August 9, 2010. See Memorandum to 
the Record from Ronald Lorentzen, DAS 
for Import Administration, regarding 
‘‘Tolling of Administrative Deadlines As 
a Result of the Government Closure 
During the Recent Snowstorm,’’ dated 
February 12, 2010. 

On September 8, 2009, the 
Department announced its intention to 
select mandatory respondents based on 
CBP Data. See Memorandum from 
George McMahon to Melissa Skinner 
entitled ‘‘Customs and Border Protection 
Data for Selection of Respondents for 
Individual Review,’’ dated September 8, 
2009. On September 11, 2009, the 
petitioners withdrew their request for 
review with respect to Erasmo, Garofalo, 
Indalco, and PAM. As a result of the 
petitioner’s request to withdraw the 
aforementioned companies, the 
Department issued a memorandum on 
October 21, 2009, which indicated that 
respondent selection was no longer 
necessary in the instant review because 
it was practicable for the Department to 
review the remaining companies, Lensi, 
Granoro, Garofalo and Fasolino/Euro- 
American Foods. On October 30, 2009, 
Lensi withdrew its request for a review. 
On February 22, 2010, the petitioners 
withdrew their request for review with 
respect to Fasolino/Euro-American 
Foods. 

As a result of withdrawals of request 
for review, we rescinded this review, in 
part, with respect to Erasmo, Lensi, 
Indalco, PAM, and Fasolino/Euro- 
American Foods. We did not rescind the 
review with respect to Garofalo because 
it self-requested a review and that 
request was not withdrawn. See Certain 
Pasta from Italy: Notice of Partial 
Rescission of Antidumping Duty 
Administrative Review and Extension of 
Time Limit for the Preliminary Results 
of Antidumping Duty Administrative 
Review, FR 75 10464 (March 8, 2010) 
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3 See the January 22, 2010, Memorandum from 
the Team to Melissa Skinner, re: Antidumping Duty 
Administrative Review of Pasta from Italy, entitled 
‘‘Petitioners’ Allegation of Sales Below the Cost of 
Production for Pastificio Attilio Mastromauro-Pasta 
Granoro S.r.L.’’ 

(‘‘Partial Rescission and Extension 
Notice’’). 

Between October 2009 and May 2010, 
the Department issued its initial 
questionnaire and supplemental 
questionnaires to each respondent, as 
applicable. We received responses to the 
Department’s initial and supplemental 
questionnaires on December 11, 2009, 
April 13, 2010, May 19, 2010, and May 
25, 2010, from Granoro. Garofalo 
provided responses to the Department’s 
initial and supplemental questionnaires 
on December 11, 2009, December 30, 
2009, May 24, 2010, May 27, 2010, May 
28, 2010, June 15, 2010, and June 22, 
2010. 

On December 17, 2009, petitioners 
alleged that Granoro made home market 
sales of pasta at prices below the cost of 
production (‘‘COP’’) during the POR. On 
January 22, 2010, the Department 
initiated an investigation to determine 
whether Granoro’s sales of pasta 
products were made at prices below the 
COP during the POR.3 

On March 8, 2010, the Department 
fully extended the due date for the 
preliminary results of review from April 
9, 2010, to August 9, 2010. See ‘‘Partial 
Rescission and Extension Notice.’’ 

The Department conducted the sales 
verification of Granoro from June 7, 
2010, through June 11, 2010, in Corato, 
Italy. The Department conducted the 
cost verification of Granoro from June 
14, 2010, through June 18, 2010, in 
Corato, Italy. We verified the 
information upon which we relied in 
making our preliminary determination. 

Scope of the Order 
Imports covered by this order are 

shipments of certain non-egg dry pasta 
in packages of five pounds four ounces 
or less, whether or not enriched or 
fortified or containing milk or other 
optional ingredients such as chopped 
vegetables, vegetable purees, milk, 
gluten, diastasis, vitamins, coloring and 
flavorings, and up to two percent egg 
white. The pasta covered by this scope 
is typically sold in the retail market, in 
fiberboard or cardboard cartons, or 
polyethylene or polypropylene bags of 
varying dimensions. 

Excluded from the scope of this order 
are refrigerated, frozen, or canned 
pastas, as well as all forms of egg pasta, 
with the exception of non-egg dry pasta 
containing up to two percent egg white. 
Also excluded are imports of organic 
pasta from Italy that are accompanied by 

the appropriate certificate issued by the 
Instituto Mediterraneo Di Certificazione, 
by QC&I International Services, by 
Ecocert Italia, by Consorzio per il 
Controllo dei Prodotti Biologici, by 
Associazione Italiana per l’Agricoltura 
Biologica, by Codex S.r.L., by 
Bioagricert S.r.L., or by Instituto per la 
Certificazione Etica e Ambientale. 
Effective July 1, 2008, gluten free pasta 
is also excluded from this order. See 
Certain Pasta from Italy: Notice of Final 
Results of Antidumping Duty Changed 
Circumstances Review and Revocation, 
in Part, 74 FR 41120 (August 14, 2009). 

The merchandise subject to this order 
is currently classifiable under items 
1902.19.20 and 1901.90.9095 of the 
Harmonized Tariff Schedule of the 
United States (‘‘HTSUS’’). Although the 
HTSUS subheadings are provided for 
convenience and customs purposes, the 
written description of the merchandise 
subject to the order is dispositive. 

Product Comparisons 
In accordance with section 771(16) of 

the Tariff Act of 1930, as amended (‘‘the 
Act’’), we first attempted to match 
contemporaneous sales of products sold 
in the United States and comparison 
markets that were identical with respect 
to the following characteristics: (1) Pasta 
shape; (2) wheat species; (3) milling 
form; (4) protein content; (5) additives; 
and (6) enrichment, by quarter. When 
there were no sales of identical 
merchandise in the comparison market 
to compare with U.S. sales, we 
compared U.S. sales with the most 
similar product based on the 
characteristics listed above, in 
descending order of priority. When 
there were no appropriate comparison 
market sales of comparable 
merchandise, we compared the 
merchandise sold in the United States to 
CV, in accordance with section 773(a)(4) 
of the Act. 

For purposes of the preliminary 
results, where appropriate, we have 
calculated the adjustment for 
differences in merchandise based on the 
difference in the variable cost of 
manufacturing (‘‘VCOM’’) between each 
U.S. model and the most similar home 
market model selected for comparison. 

Comparisons to Normal Value 
To determine whether sales of certain 

pasta from Italy were made in the 
United States at less than NV, we 
compared the export price (‘‘EP’’) or 
constructed export price (‘‘CEP’’) to the 
NV by quarter, as described in the 
‘‘Export Price/Constructed Export Price’’ 
and ‘‘Normal Value’’ sections of this 
notice. In accordance with section 
777A(d)(2) of the Act, we calculated 

monthly weighted-average prices for NV 
and compared these to individual U.S. 
transactions. Regarding Granoro and 
Garofalo, because we are using a 
quarterly costing approach, we have not 
made price-to-price comparisons 
outside of a quarter to lessen the 
potential distortion to sales prices 
which result from significantly changing 
costs. See Memorandum through James 
Terpstra from Jolanta Lawska titled 
‘‘Sales Analysis Memorandum—Attilio 
Mastromauro-Pasta Granoro S.r.L.’’ 
(‘‘Granoro’s Sales Analysis Memo’’), 
dated August 9, 2010, of which the 
public version is on file in the Central 
Records Unit (‘‘CRU’’) in Room 1117 of 
the Main Commerce Building. 

Export Price/Constructed Export Price 
For the price to the United States, we 

used, as appropriate, EP or CEP, in 
accordance with sections 772(a) and (b) 
of the Act. We calculated EP when the 
merchandise was sold by the producer 
or exporter outside of the United States 
directly to the first unaffiliated 
purchaser in the United States prior to 
importation and when CEP was not 
otherwise warranted based on the facts 
on the record. We calculated CEP for 
those sales where a person in the United 
States, affiliated with the foreign 
exporter or acting for the account of the 
exporter, made the sale to the first 
unaffiliated purchaser in the United 
States of the subject merchandise. We 
based EP and CEP on the packed cost- 
insurance-freight (‘‘CIF’’), ex-factory, 
free-on-board (‘‘FOB’’), or delivered 
prices to the first unaffiliated customer 
in, or for exportation to, the United 
States. When appropriate, we reduced 
these prices to reflect discounts and 
rebates. 

In accordance with section 772(c)(2) 
of the Act, we made deductions, where 
appropriate, for movement expenses 
including inland freight from plant or 
warehouse to port of exportation, 
foreign brokerage, handling and loading 
charges, export duties, international 
freight, marine insurance, U.S. inland 
freight expenses, warehousing, and U.S. 
duties. With respect to Granoro, we 
capped the transportation recovery 
amounts by the amount of U.S. freight 
expenses, incurred on the subject 
merchandise, in accordance with our 
practice. See Certain Orange Juice from 
Brazil: Final Results and Partial 
Rescission of Antidumping Duty 
Administrative Review, 73 FR 46584 
(August 11, 2008), and accompanying 
Issues and Decision Memorandum 
(‘‘2005–2007 OJ from Brazil’’) at 
Comment 7. 

In addition, when appropriate, we 
increased EP or CEP as applicable, by an 
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amount equal to the countervailing duty 
(‘‘CVD’’) rate attributed to export 
subsidies in the most recently 
completed CVD administrative review, 
in accordance with section 772(c)(1)(C) 
of the Act. 

For CEP, in accordance with section 
772(d)(1) of the Act, when appropriate, 
we deducted from the starting price 
those selling expenses that were 
incurred in selling the subject 
merchandise in the United States, 
including direct selling expenses 
(advertising, cost of credit, warranties, 
banking, slotting fees, and commissions 
paid to unaffiliated sales agents). In 
addition, we deducted indirect selling 
expenses that related to economic 
activity in the United States. These 
expenses include certain indirect selling 
expenses incurred by its affiliated U.S. 
distributors. We also deducted from CEP 
an amount for profit in accordance with 
sections 772(d)(3) and (f) of the Act. See 
Memorandum through James Terpstra 
from Victoria Cho titled ‘‘Sales Analysis 
Memorandum—Pastaficio Lucio 
Garofalo S.p.A.’’ (‘‘Garofalo’s Sales 
Analysis Memo’’), dated August 9, 2010, 
of which the public version is on file in 
the Central Records Unit (‘‘CRU’’) in 
Room 1117 of the Main Commerce 
Building. 

Normal Value 

A. Selection of Comparison Markets 
Section 773(a)(1) of the Act directs 

that NV be based on the price of the 
foreign like product sold in the home 
market, provided that the merchandise 
is sold in sufficient quantities (or value, 
if quantity is inappropriate) and that 
there is no particular market situation 
that prevents a proper comparison with 
the export price or constructed export 
price. The statute contemplates that 
quantities (or value) normally be 
considered insufficient if they are less 
than five percent of the aggregate 
quantity (or value) of sales of the subject 
merchandise to the United States. To 
determine whether there was a 
sufficient volume of sales in the home 
market to serve as a viable basis for 
calculating NV, we compared each 
respondents’ volume of home market 
sales of the foreign like product to the 
volume of its U.S. sales of the subject 
merchandise. Pursuant to section 
773(a)(1)(B) of the Act, because Granoro 
and Garofalo each had an aggregate 
volume of home market sales of the 
foreign like product that was greater 
than five percent of its aggregate volume 
of U.S. sales of the subject merchandise, 
we determined that the home market 
was viable for both Granoro and 
Garofalo. 

B. Cost Reporting Period 

The Department’s normal practice is 
to calculate an annual weighted-average 
cost for the POR. See Certain Pasta 
From Italy: Final Results of 
Antidumping Duty Administrative 
Review, 65 FR 77852 (December 13, 
2000), and accompanying Issues and 
Decision Memorandum at Comment 18, 
and Notice of Final Results of 
Antidumping Duty Administrative 
Review: Carbon and Certain Alloy Steel 
Wire Rod from Canada, 71 FR 3822 
(January 24, 2006), and accompanying 
Issues and Decision Memorandum at 
Comment 5 (explaining the 
Department’s practice of computing a 
single weighted-average cost for the 
entire period). However, we recognize 
that possible distortions may result if 
we use our normal annual-average cost 
method during a period of significant 
cost changes. In determining whether to 
deviate from our normal methodology of 
calculating an annual weighted-average 
cost, we evaluate the case-specific 
record evidence using two primary 
factors: (1) The change in the COM 
recognized by the respondent during the 
POR must be deemed significant; (2) the 
record evidence must indicate that sales 
during the shorter averaging periods 
could be reasonably linked with the cost 
of production (‘‘COP’’) or constructed 
value (‘‘CV’’) during the same shorter 
averaging periods. See Stainless Steel 
Sheet and Strip in Coils From Mexico: 
Final Results of Antidumping Duty 
Administrative Review, 75 FR 6627 
(February 10, 2010) (‘‘SSSS from 
Mexico’’), and accompanying Issues and 
Decision Memorandum at Comment 6 
and Stainless Steel Plate in Coils From 
Belgium: Final Results of Antidumping 
Duty Administrative Review, 73 FR 
75398 (December 11, 2008) (‘‘SSPC from 
Belgium’’), and accompanying Issues 
and Decision Memorandum at Comment 
4. 

1. Significance of Cost Changes 

In prior cases, we established 25 
percent as the threshold (between the 
high- and low- quarter COM) for 
determining that the changes in COM 
are significant enough to warrant a 
departure from our standard annual-cost 
approach. See SSPC from Belgium at 
Comment 4. In the instant case, record 
evidence shows that Garofalo and 
Granoro experienced significant changes 
(i.e., changes that exceeded 25 percent) 
between the high and low quarterly 
COM during the POR for the selected 
highest sales volume pasta products. 
This change in COM is attributable 
primarily to the price volatility for 
semolina used in the manufacture of 

pasta. We found that prices for semolina 
changed significantly throughout the 
POR and, as a result, directly affected 
the cost of the material inputs 
consumed by Garofalo and Granoro. See 
Memorandum from Ernest Gziryan to 
Neal M. Halper, Director of Office of 
Accounting, ‘‘Cost of Production and 
Constructed Value Calculation 
Adjustments for the Preliminary 
Results—Pastificio Attillio 
Mastromauro-Pasta Granoro’’ (‘‘Granoro 
Cost Calculation Memo’’) and 
Memorandum from Angie Sepúlveda to 
Neal M. Halper, Director of Office of 
Accounting, ‘‘Cost of Production and 
Constructed Value Calculation 
Adjustments for the Preliminary 
Results—Pastificio Lucio Garofalo 
S.p.A.,’’ (‘‘Garofalo Cost Calculation 
Memo’’) dated August 9, 2010. 

2. Linkage Between Cost and Sales 
Information 

Consistent with past precedent, 
because we found the changes in costs 
to be significant, we evaluated whether 
there is evidence of a linkage between 
the cost changes and the sales prices 
during the POR. See, e.g., SSSS from 
Mexico at Comment 6 and SSPC from 
Belgium at Comment 4. The 
Department’s definition of ‘‘linkage’’ 
does not require direct traceability 
between specific sales and their specific 
production costs but, rather, relies on 
whether there are elements that would 
indicate a reasonable correlation 
between the underlying costs and the 
final sales prices levied by the company. 
See SSPC from Belgium at Comment 4. 
These correlative elements may be 
measured and defined in a number of 
ways depending on the associated 
industry and the overall production and 
sales processes. To determine whether a 
reasonable correlation existed between 
the sales prices and their underlying 
costs during the POR, for each 
respondent, we compared weighted- 
average quarterly prices to the 
corresponding quarterly COM for the 
five control numbers with the highest 
volume of sales in the comparison 
market and the United States. Our 
comparison reveals that sales and costs 
for each of the sample CONNUMs 
generally trended in the same direction 
and demonstrated correlation between 
the sales and cost data. The inventory 
records for both respondents 
demonstrate that the raw material and 
finished goods inventory are relatively 
low, indicating a minimal time lag 
between production and sale dates. 
After reviewing this information and 
determining that there is a trend of sales 
and costs for the majority of the POR, 
we preliminarily determine that there is 
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linkage between Garofalo and Granoro’s 
changing costs and sales prices during 
the POR. See Granoro’s Cost Calculation 
Memo. See also Garofalo’s Cost 
Calculation Memo. See, e.g., SSSS from 
Mexico at Comment 6 and SSPC from 
Belgium at Comment 4. 

Because we have found significant 
cost changes in COM as well as 
reasonable linkage between costs and 
sales prices, we have preliminarily 
determined that a quarterly costing 
approach leads to more appropriate 
comparisons in our antidumping duty 
calculation for Garofalo and Granoro. 

C. Cost of Production Analysis 
The Department disregarded sales 

below the COP in the last completed 
review in which Grafolo participated. 
See Amended Final Results of the Sixth 
Administrative Review of the 
Antidumping Duty Order on Certain 
Pasta from Italy and Determination Not 
to Revoke in Part, 69 FR 22761 (April 
27, 2004) (‘‘Pasta Six’’). For Granoro, as 
discussed above, we initiated a COP 
investigation based on petitioners’ 
allegation. We therefore have reasonable 
grounds to believe or suspect, pursuant 
to section 773(b)(2)(A)(ii) of the Act, 
that sales of the foreign like product 
under consideration for the 
determination of NV in this review may 
have been made at prices below COP. 
Thus, pursuant to section 773(b)(1) of 
the Act, we examined whether sales 
from Granoro and Garofalo in the home 
market were made at prices below the 
COP. 

We compared sales of the foreign like 
product in the home market with 
model-specific COP figures. In 
accordance with section 773(b)(3) of the 
Act, we calculated COP based on the 
sum of the costs of materials and 
fabrication employed in producing the 
foreign like product, plus selling, 
general and administrative (‘‘SG&A’’) 
expenses, financial expenses and all 
costs and expenses incidental to placing 
the foreign like product in packed 
condition and ready for shipment. In 
our sales-below-cost analysis, we relied 
on home market sales and COP 
information provided by Granoro and 
Garofalo in its questionnaire responses, 
except where noted below. 

Granoro 
We increased Granoro’s per-unit cost 

of manufacturing to include certain 
production expenses which were 
excluded from the reported costs. For 
additional details, see Memorandum 
from Ernest Gziryan to Neal M. Halper, 
Director of Office of Accounting, ‘‘Cost 
of Production and Constructed Value 
Calculation Adjustments for the 

Preliminary Results—Pastificio Attillio 
Mastromauro-Pasta Granoro,’’ dated 
August 9, 2010. 

Garofalo 

a. We increased Garofalo’s COM to 
account for the unreconciled difference 
between the COM from its normal books 
and records and the reported COM. 

b. We adjusted Garofalo’s reported 
quarterly tolled quantities and re- 
calculated the weighted-average total 
COM. 

c. We used the reported allocation 
methodology to distribute other losses 
between fixed overhead and general and 
administrative expenses which Garofalo 
excluded from the reported costs. 

For additional details, see 
Memorandum from Angie Sepúlveda to 
Neal M. Halper, Director of Office of 
Accounting, ‘‘Cost of Production and 
Constructed Value Calculation 
Adjustments for the Preliminary 
Results—Pastificio Lucio Garofalo 
S.p.A.,’’ dated August 9, 2010. 

D. CV Section 

We made the same adjustments to CV 
that we made for COP. 

1. Calculation of COP 

Before making any comparisons to 
NV, we conducted a COP analysis of 
Granoro and Garofalo pursuant to 
section 773(b) of the Act, to determine 
whether Granoro and Garofalo’s 
comparison market sales were made at 
prices below the COP, by quarter. We 
calculated the COP based on the sum of 
the cost of materials and fabrication for 
the foreign like product, plus amounts 
for SG&A expenses and packing, in 
accordance with section 773(b)(3) of the 
Act. 

2. Test of Comparison Market Prices 

As required under section 773(b)(2) of 
the Act, we compared the weighted- 
average COP to the per-unit price of the 
comparison market sales of the foreign 
like product to determine whether these 
sales had been made at prices below the 
COP within an extended period of time 
in substantial quantities, and whether 
such prices were sufficient to permit the 
recovery of all costs within a reasonable 
period of time. We determined the net 
comparison market prices for the below- 
cost test by subtracting from the gross 
unit price any applicable movement 
charges, discounts, rebates, direct and 
indirect selling expenses (also 
subtracted from the COP), and packing 
expenses. See Granoro’s Sales Analysis 
Memo; see also Garofalo’s Sales 
Analysis Memo. 

3. Results of COP Test 

Pursuant to section 773(b)(2)(C)(i) of 
the Act, where less than 20 percent of 
sales of a given product were at prices 
less than the COP, we did not disregard 
any below-cost sales of that product 
because we determined that the below- 
cost sales were not made in ‘‘substantial 
quantities.’’ Where 20 percent or more of 
a respondent’s sales of a given product 
were at prices less than the COP we 
disregarded the below-cost sales 
because: (1) They were made within an 
extended period of time in ‘‘substantial 
quantities,’’ in accordance with sections 
773(b)(2)(B) and (C) of the Act; and (2) 
based on our comparison of prices to the 
indexed weighted-average COPs for the 
POR, they were at prices which would 
not permit the recovery of all costs 
within a reasonable period of time, in 
accordance with section 773(b)(2)(D) of 
the Act. Therefore, for Granoro and 
Garofalo, we disregarded below-cost 
sales of a given product of 20 percent or 
more and used the remaining sales as 
the basis for determining NV, in 
accordance with section 773(b)(1) of the 
Act. See Granoro’s Sales Analysis 
Memo; see also Garofalo’s Sales 
Analysis Memo. 

E. Calculation of Normal Value Based 
on Comparison Market Prices 

We calculated NV based on ex-works, 
free on board (‘‘FOB’’) or delivered 
prices to comparison market customers. 
We made deductions from the starting 
price, when appropriate, for handling, 
loading, inland freight, warehousing, 
inland insurance, discounts, and 
rebates. In accordance with sections 
773(a)(6)(A) and (B) of the Act, we 
added U.S. packing costs and deducted 
comparison market packing, 
respectively. In addition, we made 
circumstance-of-sale adjustments for 
direct expenses, including imputed 
credit expenses, advertising, warranty 
expenses, commissions, bank charges, 
and billing adjustments, in accordance 
with section 773(a)(6)(C)(iii) of the Act. 
We also made adjustments for Granoro 
and Garofalo, in accordance with 19 
CFR 351.410(e), for indirect selling 
expenses incurred in the home market 
or the United States where commissions 
were granted on sales in one market but 
not in the other, the ‘‘commission 
offset.’’ Specifically, where commissions 
are incurred in one market, but not in 
the other, we will limit the amount of 
such allowance to the amount of either 
the selling expenses incurred in the one 
market or the commissions allowed in 
the other market, whichever is less. 

When comparing U.S. sales with 
comparison market sales of similar, but 
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not identical, merchandise, we also 
made adjustments for physical 
differences in the merchandise in 
accordance with section 773(a)(6)(C)(ii) 
of the Act and 19 CFR 351.411. We 
based this adjustment on the difference 
in the variable cost of manufacture 
(‘‘VCOM’’) for the foreign like product 
and subject merchandise, using 
weighted-average costs. 

Sales of pasta purchased by the 
respondents from unaffiliated producers 
and resold in the comparison market 
were disregarded. See Granoro’s Sales 
Analysis Memo; see also Garofalo’s 
Sales Analysis Memo. 

F. Level of Trade 
In accordance with section 

773(a)(1)(B) of the Act, we determined 
NV based on sales in the comparison 
market at the same level of trade (‘‘LOT’’) 
as the EP and CEP sales, to the extent 
practicable. When there were no sales at 
the same LOT, we compared U.S. sales 
to comparison market sales at a different 
LOT. When NV is based on CV, the NV 
LOT is that of the sales from which we 
derive SG&A expenses and profit. 

Consistent with 19 CFR 351.412, to 
determine whether comparison market 
sales were at a different LOT, we 
examined stages in the marketing 
process and selling functions along the 
chain of distribution between the 
producer and the unaffiliated (or arm’s- 
length) customers. If the comparison 
market sales were at a different LOT and 
the differences affect price 
comparability, as manifested in a 
pattern of consistent price differences 
between the sales on which NV is based 
and comparison market sales at the LOT 
of the export transaction, we will make 
an LOT adjustment under section 
773(a)(7)(A) of the Act. 

Finally, if the NV LOT is more remote 
from the factory than the CEP LOT and 
there is no basis for determining 
whether the differences in LOT between 
NV and CEP affected price 
comparability, we will grant a CEP 
offset, as provided in section 
773(a)(7)(B) of the Act. See Notice of 
Final Determination of Sales at Less 
Than Fair Value: Certain Cut-to-Length 
Carbon Steel Plate from South Africa, 
62 FR 61731, 61732–33 (November 19, 
1997). 

In the home market, Granoro reported 
that it sold through two channels of 
distribution (direct sales and sales 
though unaffiliated agents) to eleven 
customer categories. Granoro reported 
that this constituted a single LOT. Our 
analysis of the selling activities for 
Granoro shows that Granoro performed 
similar selling activities for all customer 
categories and channels of distribution. 

Although there are differences in 
intensity of these activities for some of 
the claimed customer categories, this, in 
and of itself, does not show a substantial 
difference in selling activities that 
would form the basis for finding a 
different LOT. See, e.g., Certain Frozen 
Warmwater Shrimp from Ecuador: Final 
Results of Antidumping Duty 
Administrative Review, 72 FR 52070 
(September 12, 2007), and 
accompanying Issues and Decision 
Memorandum at Comment 4. Therefore, 
we agree with Granoro that there is one 
LOT in the home market. 

In the U.S. market, Granoro reported 
that its sales were made through two 
channels of distribution to one customer 
category. Granoro claims that its U.S. 
sales are at one LOT. 

We compared the EP LOT to the home 
market LOT and concluded that the 
selling functions of the customers in the 
home market LOT are sufficiently 
similar to those of the U.S. to warrant 
considering them the same LOT. Thus, 
we find that the U.S. LOT is comparable 
to the HM LOT. Consequently, we are 
matching the EP sales to sales at the 
same LOT in the home market. Due to 
the proprietary nature of this issue, 
please refer to Granoro’s Sales Analysis 
Memo for further discussion. 

Garofalo claimed two LOTs in the 
home market. Garofalo reported that it 
sold through three channels of 
distribution to three customer 
categories. We disagree with Garofalo 
that there are two LOTs in the home 
market. Section 351.412 (c)(2) of the 
Department’s regulations provide that 
the Department will determine that 
sales are made at different LOTs if they 
are made at different marketing stages 
(or their equivalent). Substantial 
differences in selling activities are a 
necessary, but not sufficient, condition 
for determining that there is a difference 
in the stage of marketing. Some overlap 
in selling activities will not preclude a 
determination that two sales are at 
different stages of marketing. 

Our analysis of the selling activities 
for Garofalo shows that there is overlap 
in these activities for channels of 
distribution and customer categories. In 
other words, Garofalo performs similar 
selling activities for all customer 
categories and channels of distribution. 
Although there are differences in 
intensity of these activities for some of 
the claimed customer categories, this, in 
and of itself, does not show a substantial 
difference in selling activities that 
would form the basis for finding a 
different LOT. See, e.g., Certain Frozen 
Warmwater Shrimp from Ecuador: Final 
Results of Antidumping Duty 
Administrative Review, 72 FR 52070 

(September 12, 2007), and 
accompanying Issues and Decision 
Memorandum at Comment 4. Due to the 
proprietary nature of this issue, please 
refer to Garofalo’s Sales Analysis Memo 
for further discussion. 

In the U.S. market, Garofalo reported 
that their sales were made through one 
channel of distribution to one customer 
category, and therefore, at one LOT. The 
Department has determined that 
Garofalo’s home market sales were made 
at the same stage of marketing as the 
U.S. sales LOT. We are matching the EP 
sales which are at a single LOT to the 
same LOT in the home market, and will 
not make an LOT adjustment for 
Garofalo’s sales to the United States. 

Currency Conversion 
For purposes of these preliminary 

results, we made currency conversions 
in accordance with section 773A(a) of 
the Act, based on the official exchange 
rates published by the Federal Reserve 
Bank. See Granoro’s Sales Analysis 
Memo; see also Garofalo’s Sales 
Analysis Memo. 

Preliminary Results of Review 
As a result of our review, we 

preliminarily determine that the 
following weighted-average percentage 
margins exist for the period July 1, 2008, 
through June 30, 2009, for the 
mandatory respondents: 

Manufacturer/exporter Margin 
(percent) 

Granoro ................................. 0.80 
Garofalo ................................ 6.29 

The Department intends to disclose 
the calculations performed for these 
preliminary results within five days of 
the date of publication of this notice to 
the parties of this proceeding, in 
accordance with 19 CFR 351.224(b). An 
interested party may request a hearing 
within 30 days of publication of these 
preliminary results. See 19 CFR 
351.310(c). 

Pursuant to 19 CFR 351.213(h), the 
Department intends to issue the final 
results of this administrative review, 
which will include the results of its 
analysis of issues raised in any such 
comments, or at a hearing, if requested, 
within 120 days of publication of these 
preliminary results. 

Assessment Rate 
Pursuant to 19 CFR 351.212(b), the 

Department calculated an assessment 
rate for each importer of the subject 
merchandise. Upon issuance of the final 
results of this administrative review, if 
any importer-specific assessment rates 
calculated in the final results are above 
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de minimis (i.e., at or above 0.5 percent), 
the Department will issue appraisement 
instructions directly to CBP to assess 
antidumping duties on appropriate 
entries by applying the assessment rate 
to the entered value of the merchandise. 
For assessment purposes, we calculated 
importer-specific assessment rates for 
the subject merchandise by aggregating 
the dumping margins for all U.S. sales 
to each importer and dividing the 
amount by the total entered value of the 
sales to that importer. Where 
appropriate, to calculate the entered 
value, we subtracted international 
movement expenses (e.g., international 
freight) from the gross sales value. 

The Department clarified its 
‘‘automatic assessment’’ regulation on 
May 6, 2003 (68 FR 23954). This 
clarification will apply to entries of 
subject merchandise during the POR 
produced by companies included in 
these preliminary results of review for 
which the reviewed companies did not 
know their merchandise was destined 
for the United States. In such instances, 
we will instruct CBP to liquidate 
unreviewed entries at the all-others rate 
if there is no rate for the intermediate 
company(ies) involved in the 
transaction. For a full discussion of this 
clarification, see Antidumping and 
Countervailing Duty Proceedings: 
Assessment of Antidumping Duties, 68 
FR 23954 (May 6, 2003). 

Cash Deposit Requirements 
To calculate the cash deposit rate for 

Granoro and Garofalo, we divided its 
total dumping margin by the total net 
value of its sales during the review 
period. 

The following deposit rates will be 
effective upon publication of the final 
results of this administrative review for 
all shipments of pasta from Italy 
entered, or withdrawn from warehouse, 
for consumption on or after the 
publication date, as provided by section 
751(a)(2)(C) of the Act: (1) The cash 
deposit rate for companies subject to 
this review will be the rate established 
in the final results of this review, except 
if the rate is less than 0.5 percent and, 
therefore, de minimis, no cash deposit 
will be required; (2) for previously 
reviewed or investigated companies not 
listed above, the cash deposit rate will 
continue to be the company-specific rate 
published for the most recent final 
results for a review in which that 
manufacturer or exporter participated; 
(3) if the exporter is not a firm covered 
in this review, a prior review, or the 
original less-than-fair-value (‘‘LTFV’’) 
investigation, but the manufacturer is, 
the cash deposit rate will be the rate 
established for the most recent final 

results for the manufacturer of the 
merchandise; and (4) if neither the 
exporter nor the manufacturer is a firm 
covered in this or any previous review 
conducted by the Department, the cash 
deposit rate will be 15.45 percent, the 
all-others rate established in the LTFV 
investigation. See Implementation of the 
Findings of the WTO Panel in US— 
Zeroing (EC): Notice of Determination 
Under Section 129 of the Uruguay 
Round Agreements Act and Revocations 
and Partial Revocations of Certain 
Antidumping Duty Orders, 72 FR 25261 
(May 4, 2007). These cash deposit 
requirements, when imposed, shall 
remain in effect until further notice. 

Notification to Importers 
This notice serves as a preliminary 

reminder to importers of their 
responsibility under 19 CFR 351.402(f) 
to file a certificate regarding the 
reimbursement of antidumping duties 
prior to liquidation of the relevant 
entries during this review period. 
Failure to comply with this requirement 
could result in the Secretary’s 
presumption that reimbursement of 
antidumping duties occurred and 
increase the subsequent assessment of 
the antidumping duties by the amount 
of antidumping duties reimbursed. 

These preliminary results of 
administrative review are issued and 
published in accordance with sections 
751(a)(1) and 777(i)(1) of the Act and 19 
CFR 351.221(b)(4). 

Dated: August 9, 2010. 
Ronald K. Lorentzen, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 2010–20187 Filed 8–13–10; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

Foreign-Trade Zones Board 

Foreign-Trade Zone 40—Cleveland, 
OH; Site Renumbering Notice 

Foreign-Trade Zone 40 was approved 
by the FTZ Board on September 29, 
1978 (Board Order 135, 43 FR 46886, 
10/11/78), and expanded on June 18, 
1992 (Board Order 194, 47 FR 27579, 6/ 
25/82), April 10, 1992 (Board Order 574, 
57 FR 13694, 4/17/92), February 10, 
1997 (Board Order 870, 62 FR 7750, 2/ 
20/97), June 11, 1999 (Board Order 
1040, 64 FR 33242–33243, 6/22/99), 
April 15, 2002 (Board Order 1224, 67 FR 
20087, 4/2/2002), August 21, 2003 
(Board Order 1289, 68 FR 52384, 9/3/ 
03), August 21, 2003 (Board Order 1290, 
68 FR 52384, 9/3/03), August 21, 2003 
(Board Order 1295, 68 FR 52383–52384, 

9/3/03), March 11, 2004 (Board Order 
1320, 69 FR 13283, 3/22/04), March 24, 
2004 (Board Order 1322, 69 FR 17642, 
4/5/04), September 10, 2004 (Board 
Order 1351, 69 FR 56038, 9/17/04), 
April 15, 2005 (Board Order 1384, 70 FR 
21736, 4/27/05), April 15, 2005 (Board 
Order 1386, 70 FR 21736, 4/27/05), 
December 9, 2005 (Board Order 1425, 70 
FR 76023–76024, 12/22/05), December 
21, 2005 (Board Order 1428, 70 FR 
77376, 12/30/05), December 21, 2005 
(Board Order 1429, 70 FR 77376, 12/30/ 
05) and December 21, 2005 (Board 
Order 1430, 70 FR 77376, 12/30/05). 

FTZ 40 currently consists of 10 ‘‘sites’’ 
totaling 5,853 acres in the Cleveland 
area. The current update does not alter 
the physical boundaries that have 
previously been approved, but instead 
involves an administrative renumbering 
that separates certain non-contiguous 
sites for record-keeping purposes. 

Under this revision, the site list for 
FTZ 40 will be as follows: Site 1 (94 
acres)—Port of Cleveland complex on 
Lake Erie at the mouth of the Cuyahoga 
River; Site 2 (172 acres)—Cleveland 
Business Park, Cleveland; Site 3 (450 
acres)—Burke Lakefront Airport, 1501 
North Marginal Road, Cleveland; Site 4 
(298 acres)—Emerald Valley Business 
Park, Cochran Road and Beaver Meadow 
Parkway, Glenwillow; Site 5 (17 
acres)—within the Collinwood 
Industrial Park, South Waterloo (South 
Marginal) Road and East 152nd Street, 
Cleveland; Site 6 (174 acres)— 
Strongsville Industrial Park, Royalton 
Road (State Route 82), Foltz Industrial 
Parkway and Lunn Road; Site 7 (13 
acres)—East 40th Street between Kelley 
& Perkins Avenues (3830 Kelley 
Avenue), Cleveland; Site 8 (15 acres)— 
within the Frane Properties Industrial 
Park, 2399 Forman Road, Morgan 
Township; Site 9 (170 acres)—within 
the 800-acre Harbour Point Business 
Park, Baumhart Road, at the 
intersections of U.S. Route 6 and Ohio 
Route 2, Vermilion; Site 10 (42 acres)— 
Broad Oak Business Park located at the 
intersection of Broadway Avenue and 
Golden Parkway Avenue (near Interstate 
271); Site 11 (29 acres)—Ashtabula 
Distribution Center, LLC, 1527 Cook 
Road, Ashtabula Township, Ashtabula; 
Site 12 (448 acres)—Taylor Woods 
Commerce Park, bounded by Cleveland 
Street to the north, Taylor Parkway to 
the south, Race Road to the east and 
State Route 57 to the west, Lorain 
County; Site 13 (118 acres)—within the 
Solon Business Park, Solon; Site 14 (45 
acres)—Cleveland Bulk Terminal, 5500 
Whiskey Island Drive; Site 15 (1,200 
acres)—Tow Path Valley Business Park 
located on both the east and west banks 
of the Cuyahoga River bordered by 
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Jennings Road on the south, Upper 
Campbell Road on the east, I–490/I–77/ 
Dille Road on the north and West 14th 
Street to the west; Site 16 (1,727 
acres)—Cleveland Hopkins International 
Airport; Site 17 (175 acres)—the IX 
Center in Brook Park; Site 18 (42 
acres)—Snow Road Industrial Park, 
18901 Snow Road, Brook Park; Site 19 
(322 acres)—Brook Park Road Industrial 
Park in Brook Park; Site 20 (70 acres)— 
within the Progress Drive Business Park 
located at 11792 Alameda Drive, 12200 
Alameda Parkway and 20770 Westwood 
Drive; Site 21 (212 acres)—Strongsville 
Commerce Center bounded by Drake 
Road to the north, Boston Road to the 
south, Marks Road to the west and 
Prospect Road to the east; and, Site 22 
(20 acres)—within the 100-acre 
Oakwood Commerce Center, located at 
21500 Alexander Road. 

For further information, contact 
Elizabeth Whiteman at 
Elizabeth.Whiteman@trade.gov or (202) 
482–0473. 

Dated: August 6, 2010. 
Andrew McGilvray, 
Executive Secretary. 
[FR Doc. 2010–20208 Filed 8–13–10; 8:45 am] 

BILLING CODE P 

COUNCIL ON ENVIRONMENTAL 
QUALITY 

Draft Guidance, ‘‘Federal Greenhouse 
Gas Accounting and Reporting’’ 

AGENCY: Council on Environmental 
Quality. 
ACTION: Notice: Extension of comment 
period. 

SUMMARY: This notice extends the 
comment period on draft guidance 
published in the Federal Register on 
July 16, 2010. The original date that the 
comment period would end was August 
16, 2010. That date will now be 
extended until September 1, 2010 

On October 5, 2009, President Obama 
signed Executive Order (E.O.) 13514— 
Federal Leadership in Environmental, 
Energy, and Economic Performance (74 
FR 52117) in order to establish an 
integrated strategy toward sustainability 
in the Federal Government and to make 
reduction of greenhouse gas (GHG) 
emissions a priority for Federal 
agencies. Among other provisions, E.O. 
13514 requires agencies to measure, 
report, and reduce their GHG emissions. 

Section 9(a) of E.O. 13514 directed the 
Department of Energy’s (DOE’s) Federal 
Energy Management Program (FEMP), in 
coordination with the Environmental 
Protection Agency (EPA), Department of 

Defense (DoD), General Services 
Administration (GSA), Department of 
the Interior (DOI), Department of 
Commerce (DOC), and other agencies as 
appropriate, to develop recommended 
Federal GHG reporting and accounting 
procedures. On April 5, 2010, DOE– 
FEMP submitted the final 
recommendations on Federal GHG 
reporting and accounting procedures to 
the Chair, Council on Environmental 
Quality (CEQ). 

Section 5(a) of E.O. 13514 directed 
that the Chair of CEQ issue guidance for 
Federal GHG accounting and reporting. 
Based on the final recommendations, 
CEQ has prepared a draft guidance 
document. CEQ is committed to open 
government principles and leading by 
example to ensure that the Federal 
Government is transparent in its 
processes for accounting and reporting 
of Federal GHG emissions. 

The Federal Government seeks to 
continually improve both the quality of 
data and methods necessary for 
calculating GHG emissions. Over time, 
additional requirements, methodologies 
and procedures will be included in 
revisions to this document and 
supporting documents to improve the 
Federal Government’s overall ability to 
accurately account for and report GHG 
emissions. In particular, while a 
detailed approach to accepted and peer- 
reviewed life cycle methodologies is 
beyond the scope of the current version 
of this guidance document, the Federal 
Government is interested in including 
such approaches in future versions, and 
may request comment on inclusion of 
life cycle methodologies in future 
versions of this Guidance document. 

CEQ provides this draft guidance for 
public review and comment to ensure 
accessibility of Federal accounting and 
reporting requirements and to enhance 
the quality of public involvement in 
governmental decisions relating to the 
environment. 

DATES: CEQ is extending the written 
comments period. Comments will be 
accepted through September 1, 2010. 
ADDRESSES: The Draft Guidance, 
‘‘Federal Greenhouse Gas Accounting 
and Reporting’’ documents are available 
at: http://www.whitehouse.gov/ceq/ 
sustainability. Comments on the Draft 
Guidance, ‘‘Federal Greenhouse Gas 
Accounting and Reporting,’’ should be 
submitted electronically to 
GHG.guidance@ceq.eop.gov, or in 
writing to The Council on 
Environmental Quality, Attn: Leslie 
Gillespie-Marthaler, 722 Jackson Place, 
NW., Washington, DC 20503. 
FOR FURTHER INFORMATION CONTACT: 
Leslie Gillespie-Marthaler, Senior 

Program Manager, Office of the Federal 
Environmental Executive (OFEE) at 
(202) 456–5117. 

SUPPLEMENTARY INFORMATION: The Chair, 
Council on Environmental Quality is 
required, under Section 5(a) of E.O. 
13514, to issue guidance for Federal 
agency greenhouse gas accounting and 
reporting. Federal agencies are required, 
under Section 2(c) of E.O. 13514, to 
establish and report to the CEQ Chair 
and OMB Director a comprehensive 
inventory of absolute GHG emissions, 
including scope 1, scope 2, and 
specified scope 3 emissions for fiscal 
year 2010, and thereafter, annually. 

The Draft Guidance, ‘‘Federal 
Greenhouse Gas Accounting and 
Reporting’’ establishes government-wide 
requirements for Federal agencies in 
calculating and reporting GHG 
emissions associated with agency 
operations. The Draft Guidance is 
accompanied by a separate Draft 
Technical Support Document for 
Federal GHG Accounting and Reporting 
(TSD), which provides detailed 
information on Federal inventory 
reporting requirements and calculation 
methodologies. Specifically, CEQ is 
interested in comments on section/ 
chapter 4 regarding renewable energy. 

Public comments are requested on or 
before September 1, 2010. 

Dated: August 6, 2010. 
Nancy H. Sutley, 
Chair, Council on Environmental Quality. 
[FR Doc. 2010–20112 Filed 8–13–10; 8:45 am] 

BILLING CODE 3125–W0–P 

DEPARTMENT OF DEFENSE 

Department of the Air Force 

Active Duty Service Determinations 
For Civilian or Contractual Groups 

SUMMARY: On July 30, 2010, the 
Secretary of the Air Force, acting as 
Executive Agent of the Secretary of 
Defense, determined that service of the 
group known as the ‘‘’’Honorably 
Discharged Members of The Gold Coast 
Native Guard Who Were Civilian 
Workers Employed From 1942 to 
August 15, 1945, by the U.S. Army, 
Headquartered at Then ‘American 
Camp,’ Now Named ‘Burma Camp,’ 
Ghana’ ’’ shall not be considered ‘‘active 
duty’’ for purposes of all laws 
administered by the Department of 
Veterans Affairs (VA). 

FOR FURTHER INFORMATION CONTACT: Mr. 
James D. Johnston at the Secretary of the 
Air Force Personnel Council (SAFPC); 
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1 Refers to facilities across, along, from, or in any 
of the streams or other bodies of water over which 
Congress has jurisdiction under its authority to 
regulate commerce with foreign nations and among 
the several States, or upon any part of public lands 
and reservations of the United States, or for the 
purpose of utilizing the surplus water or water 
power from any Government dam. 

1535 Command Drive, EE Wing, 3d Fl.; 
Andrews AFB, MD 20762–7002. 

Bao-Anh Trinh, 
GS–14, 

Air Force Federal Register Liaison Office. 
[FR Doc. 2010–20148 Filed 8–13–10; 8:45 am] 

BILLING CODE 5001–10–P 

DEPARTMENT OF DEFENSE 

Department of the Navy 

Meeting of the Independent Panel To 
Review the Judge Advocate 
Requirements of the Department of the 
Navy 

AGENCY: Department of the Navy, DoD. 
ACTION: Notice of open meeting. 

SUMMARY: The Independent Panel to 
Review the Judge Advocate 
Requirements of the Department of the 
Navy (DoN) (hereinafter referred to as 
the Panel) will hold an open meeting. 
The Panel will meet in order to hear 
testimony from senior members of the 
Judge Advocate General’s Corps (JAGC) 
and the U.S. Marine Corps (USMC) and 
to conduct deliberations concerning the 
judge advocate requirements of the DoN. 
These sessions will be open to the 
public, subject to the availability of 
space. In keeping with the spirit of 
FACA, the Panel welcomes written 
comments concerning its work from the 
public at any time. Interested citizens 
are encouraged to attend the sessions. 
DATES: The meeting will be held on 
Wednesday, September 1, 2010, from 8 
a.m. to 5 p.m. 
ADDRESSES: The meeting will be held at 
the Residence Inn Arlington Pentagon 
City, 550 Army Navy Drive, Arlington, 
VA 22202. 
FOR FURTHER INFORMATION CONTACT: Any 
member of the public wishing further 
information concerning this meeting or 
wishing to submit written comments 
may contact: Mr. Frank A. Putzu, 
Designated Federal Official, Department 
of the Navy, Office of the General 
Counsel, Naval Sea Systems Command, 
Office of Counsel, 1333 Isaac Hull 
Avenue, SE, Washington Navy Yard, 
Building 197, Rom 4W–3153, 
Washington, DC 20376, via Telephone: 
202–781–3097; Fax: 202–781–4628; or 
e-mail: frank.putzu@navy.mil. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the provisions of section 506 of 
Public Law 111–84, the Federal 
Advisory Committee Act (FACA) of 
1972, (5 U.S.C. Appendix, as amended), 
the Government in the Sunshine Act of 
1976 (5 U.S.C. 552b, as amended), and 
41 CFR 102–3.50, this is a public 

meeting and interested citizens are 
encouraged to attend the sessions. 

Interested persons may submit a 
written statement for consideration by 
the Panel at any time prior to August 23, 
2010. 

D. J. Werner, 
Lieutenant Commander, Office of the Judge 
Advocate General, U.S. Navy, Federal 
Register Liaison Officer. 
[FR Doc. 2010–20153 Filed 8–13–10; 8:45 am] 

BILLING CODE 3810–FF–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket Nos. IC10–511–000 and IC10–515– 
000] 

Commission Information Collection 
Activities (FERC–511 and FERC–515); 
Comment Request; Extensions 

August 9, 2010. 
AGENCY: Federal Energy Regulatory 
Commission. 
ACTION: Notice of proposed information 
collections and request for comments. 

SUMMARY: In compliance with the 
requirements of section 3506(c)(2)(A) of 
the Paperwork Reduction Act of 1995, 
44 U.S.C. 3506(c)(2)(A) (2006), (Pub. L. 
104–13), the Federal Energy Regulatory 
Commission (Commission or FERC) is 
soliciting public comment on the 
proposed information collections 
described below. 
DATES: Comments in consideration of 
the collections of information are due 
October 15, 2010. 
ADDRESSES: Comments may be filed 
either electronically (eFiled) or in paper 
format, and should refer to Docket Nos. 
IC10–511–000 and IC10–515–000. (For 
comments that only pertain to one of the 
collections, specify the appropriate 
collection and the related docket 
number.) Documents must be prepared 
in an acceptable filing format and in 
compliance with Commission 
submission guidelines at http://www.
ferc.gov/help/submission-guide.asp. 
eFiling instructions are available at: 
http://www.ferc.gov/docs-filing/ 
efiling.asp. First time users must follow 
eRegister instructions at: http://www.
ferc.gov/docs-filing/eregistration.asp, to 
establish a user name and password 
before eFiling. The Commission will 
send an automatic acknowledgement to 
the sender’s e-mail address upon receipt 
of eFiled comments. Commenters 
making an eFiling should not make a 
paper filing. Commenters that are not 
able to file electronically must send an 

original and two (2) paper copies of 
their comments to: Federal Energy 
Regulatory Commission, Secretary of the 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

Users interested in receiving 
automatic notification of activity in 
these dockets may do so through 
eSubscription at http://www.ferc.gov/
docs-filing/esubscription.asp. In 
addition, all comments and FERC 
issuances may be viewed, printed or 
downloaded remotely through FERC’s 
eLibrary at http://www.ferc.gov/docs-
filing/elibrary.asp, by searching on 
Docket Nos. IC10–511 and IC10–515. 
For user assistance, contact FERC 
Online Support by e-mail at 
ferconlinesupport@ferc.gov, or by phone 
at: (866) 208–3676 (toll-free), or (202) 
502–8659 for TTY. 
FOR FURTHER INFORMATION CONTACT: 
Ellen Brown may be reached by e-mail 
at DataClearance@FERC.gov, telephone 
at (202) 502–8663, and fax at (202) 273– 
0873. 
SUPPLEMENTARY INFORMATION: For the 
purpose of publishing this notice and 
seeking public comment, FERC requests 
comments on both FERC–511 
(Application for Transfer of License; 
OMB Control No. 1902–0069), and 
FERC–515 (Hydropower Licensing: 
Declaration of Intention; OMB Control 
No. 1902–0079). The associated 
regulations, reporting requirements, 
burdens, and OMB clearance numbers 
will continue to remain separate and 
distinct for FERC–511 and FERC–515. 

FERC–511: The information collected 
under the requirements of FERC–511 is 
used by the Commission to implement 
the statutory provisions of sections 4(e) 
and 8 of the Federal Power Act (FPA) 
(16 U.S.C. 797(e) and 801). Section 4(e) 
authorizes the Commission to issue 
licenses for the construction, operation 
and maintenance of reservoirs, 
powerhouses, and transmission lines or 
other facilities necessary for the 
development and improvement of 
navigation and for the development, 
transmission, and utilization of power.1 
Section 8 of the FPA provides that the 
voluntary transfer of any license can 
only be made with the written approval 
of the Commission. Any successor to the 
licensee may assign the rights of the 
original licensee but is subject to all of 
the conditions of the license. The 
information filed with the Commission 
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2 Dams or other project works (see 16 U.S.C. 817). 
3 See 16 U.S.C. 796 (8) for the definition of 

‘‘Navigable Waters’’. 

4 Upon a finding of non-jurisdictional by the 
Commission, and if no public lands or reservations 
are affected, permission is granted upon compliance 
with State laws. 

5 Estimated number of hours an employee works 
each year = 2080, estimated average annual cost per 
employee = $137,874. Ex: $60,983 = (920 hours/ 
2080 hours) * $137,874 

is a mandatory requirement contained 
in the format of a written application for 
transfer of license, executed jointly by 
the parties of the proposed transfer. The 
transfer of a license may be occasioned 
by the sale or merger of a licensed 
hydroelectric project. It is used by the 
Commission’s staff to determine the 
qualifications of the proposed transferee 
to hold the license, and to prepare the 
transfer of the license order. Approval 
by the Commission of transfer of a 
license is contingent upon the transfer 
of title to the properties under license, 
delivery of all license instruments, and 
a showing that such transfer is in the 
public interest. The Commission 
implements these filing requirements in 
the Code of Federal Regulations (CFR) 
under 18 CFR part 9. 

FERC–515: The information collected 
under the requirements of FERC–515 is 
used by the Commission to implement 

the statutory provisions of Part I, 
Section 23(b) of the Federal Power Act 
(16 U.S.C. 817). Section 23(b) 
authorized the Commission to make a 
determination as to whether it has 
jurisdiction over a proposed water 
project 2 not affecting navigable waters 3 
but across, along, over, or in waters over 
which Congress has jurisdiction under 
its authority to regulate commerce with 
foreign nations and among the several 
States. Section 23(b) requires that any 
person intending to construct project 
works on such waters must file a 
declaration of their intention with the 
Commission. If the Commission finds 
the proposed project will have an 
impact on interstate or foreign 
commerce, then the person intending to 
construct the project must obtain a 
Commission license or exemption 
before starting construction.4 The 
information is collected in the form of 

a written application, containing 
sufficient details to allow the 
Commission staff to research the 
jurisdictional aspects of the project. 
This research includes examining maps 
and land ownership records to establish 
whether or not there is Federal 
jurisdiction over the lands and waters 
affected by the project. A finding of non- 
jurisdictional by the Commission 
eliminates a substantial paperwork 
burden for the applicant who might 
otherwise have to file for a license or 
exemption application. The 
Commission implements these filing 
requirements under 18 CFR part 24. 

Action: The Commission is requesting 
a three-year extension of the current 
expiration dates for FERC–511 and 
FERC–515, with no changes. 

Burden Statement: Total annual 
burden hours for these collections are 
estimated as: 

FERC data collection No. of respondents 
annually 

Average No. of 
responses per re-

spondent 

Average burden 
hours per response 

Total annual 
burden hours 

(1) (2) (3) (1)×(2)×(3) 

FERC–511 ....................................................................... 23 1 40 920 
FERC–515 ....................................................................... 10 1 80 800 

Total annual costs for these 
collections are estimated as: 

FERC data collection Cost burden per 
respondent 

Total cost burden to 
respondents 5 

FERC–511 ............................................................................................................................... $2,651 $60,983 
FERC–515 ............................................................................................................................... 5,303 53,028 

The reporting burden includes the 
total time, effort, or financial resources 
expended to generate, maintain, retain, 
disclose, or provide the information 
including: (1) Reviewing instructions; 
(2) developing, acquiring, installing, and 
utilizing technology and systems for the 
purposes of collecting, validating, 
verifying, processing, maintaining, 
disclosing and providing information; 
(3) adjusting the existing ways to 
comply with any previously applicable 
instructions and requirements; (4) 
training personnel to respond to a 
collection of information; (5) searching 
data sources; (6) completing and 
reviewing the collection of information; 
and (7) transmitting, or otherwise 
disclosing the information. 

The estimate of cost for respondents 
is based upon salaries for professional 

and clerical support, as well as direct 
and indirect overhead costs. Direct costs 
include all costs directly attributable to 
providing this information, such as 
administrative costs and the cost for 
information technology. Indirect or 
overhead costs are costs incurred by an 
organization in support of its mission. 
These costs apply to activities which 
benefit the whole organization rather 
than any one particular function or 
activity. 

Comments are invited on: (1) Whether 
the proposed collections of information 
are necessary for the proper 
performance of the functions of the 
Commission, including whether the 
information will have practical utility; 
(2) the accuracy of the agency’s estimate 
of the burden of the proposed 
collections of information, including the 

validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collections of information on those who 
are to respond, including the use of 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology e.g. permitting 
electronic submission of responses. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20140 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 12756–003] 

BOST3 Hydroelectric Company, LLC; 
Notice of Application Tendered for 
Filing With the Commission and 
Soliciting Additional Study Requests 

August 6, 2010. 
Take notice that the following 

hydroelectric application has been filed 
with the Commission and is available 
for public inspection. 

a. Type of Application: Original Major 
License. 

b. Project No.: P–12756–003. 
c. Date Filed: July 26, 2010. 
d. Applicant: BOST3 Hydroelectric 

Company, LLC (BOST3). 
e. Name of Project: Red River Lock & 

Dam No. 3 Hydroelectric Project. 
f. Location: The proposed project 

would be located at the existing Army 
Corps of Engineer’s (Corps) Red River 
Lock & Dam No. 3 on the Red River, in 
Natchitoches Parish near the City of 
Colfax, Louisiana. 

g. Filed Pursuant to: Federal Power 
Act 16 U.S.C. 791(a)–825(r). 

h. Applicant Contacts: Mr. Douglas A. 
Spalding, BOST3 Hydroelectric 
Company, LLC, 8441 Wayzata Blvd., 
Suite 101, Golden Valley, MN 55426; 
(952) 544–8133. 

i. FERC Contact: Jeanne Edwards 
(202) 502–6181 or by e-mail at 
Jeanne.edwards@ferc.gov. 

j. Cooperating Agencies: Federal, 
State, local, and tribal agencies with 
jurisdiction and/or special expertise 
with respect to environmental issues 
that wish to cooperate in the 
preparation of the environmental 
document should follow the 
instructions for filing such requests 
described in item l below. Cooperating 
agencies should note the Commission’s 
policy that agencies that cooperate in 
the preparation of the environmental 

document cannot also intervene. See, 94 
FERC ¶ 61,076 (2001). 

k. Pursuant to Section 4.32(b)(7) of 18 
CFR of the Commission’s regulations, if 
any resource agency, Indian Tribe, or 
person believes that an additional 
scientific study should be conducted in 
order to form an adequate factual basis 
for a complete analysis of the 
application on its merit, the resource 
agency, Indian Tribe, or person must file 
a request for a study with the 
Commission not later than 60 days from 
the date of filing of the application, and 
serve a copy of the request on the 
applicant. 

l. Deadline for filing additional study 
requests and requests for cooperating 
agency status: September 24, 2010. 

All documents may be filed 
electronically via the Internet. See 18 
CFR 385.2001(a)(1)(iii) and the 
instructions on the Commission’s Web 
site (http://www.ferc.gov/docs-filing/
ferconline.asp) under the ‘‘e-Filing’’ link. 
For a simpler method of submitting text 
only comments, click on ‘‘eComment.’’ 
For assistance, please contact FERC 
Online Support at 
FERCOnlineSupport@ferc.gov; call toll- 
free at (866) 208–3676; or, for TTY, 
contact (202) 502–8659. Although the 
Commission strongly encourages 
electronic filing, documents may also be 
paper-filed. To paper-file, mail an 
original and eight copies to: Kimberly D. 
Bose, Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

m. The application is not ready for 
environmental analysis at this time. 

n. The proposed project would utilize 
the existing U.S. Army Corps of 
Engineers (Corps) Red River Lock and 
Dam No. 3, and operate consistent with 
the Corps current operation policy. The 
proposed project consists of: (1) An 
excavated headrace channel to convey 
water from the upstream Pool No. 3 of 
the Red River into the powerhouse; (2) 
an excavated tailrace channel to 
discharge water from the powerhouse to 

the downstream Pool No. 2 of the Red 
River; (3) a 301-foot-long by 90-foot- 
wide concrete powerhouse located on 
the right (west) abutment of the Corps’ 
Lock and Dam No. 3; (4) one 36.2 
megawatt (MW) horizontal Kaplan bulb 
turbine/generator unit; (5) one 2,300- 
foot-long, 13.2 kilovolt (KV) overhead 
transmission line which crosses the 
river and connects to a Central 
Louisiana Electric Company substation 
located on the opposite side of the river; 
and 6) appurtenant facilities. The 
proposed project would generate about 
172,779 megawatt-hours (MWH) 
annually which would be sold to a local 
utility. 

o. A copy of the application is 
available for review at the Commission 
in the Public Reference Room, or may be 
viewed on the Commission’s Web site at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link. Enter the docket number 
excluding the last three digits in the 
docket number field to access the 
document. For assistance, contact FERC 
Online Support at 
FERCOnlineSupport@ferc.gov or toll- 
free at 1–866–208–3676, or for TTY, 
(202) 502–8659. A copy is also available 
for inspection and reproduction at the 
address in item h above. 

You may also register online at 
http://www.ferc.gov/docs-filing/
esubscription.asp to be notified via e- 
mail of new filings and issuances 
related to this or other pending projects. 
For assistance, contact FERC Online 
Support. 

p. With this notice, we are initiating 
consultation with the Louisiana State 
Historic Preservation Officer (SHPO), as 
required by § 106, National Historic 
Preservation Act, and the regulations of 
the Advisory Council on Historic 
Preservation, 36, CFR, at 800.4. 

q. Procedural Schedule: The 
application will be processed according 
to the following Hydro Licensing 
Schedule. Revisions to the schedule will 
be made as appropriate. 

Issue Deficiency Letter ...................................................................................................................................................................... October 2010. 
Issue Acceptance Letter .................................................................................................................................................................... February 2011. 
Issue Scoping Document 1 for comments ......................................................................................................................................... March 2011. 
Request Additional Information .......................................................................................................................................................... May 2011. 
Issue Scoping Document 2 ................................................................................................................................................................ August 2011. 
Notice of application is ready for environmental analysis ................................................................................................................. August 2011. 
Notice of the availability of the EA ..................................................................................................................................................... March 2012. 
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Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20141 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP10–473–000] 

PetroLogistics Natural Gas Storage, 
LLC; Notice of Application 

August 3, 2010. 
Take notice that on July 21, 2010, 

PetroLogistics Natural Gas Storage, LLC 
(PetroLogistics), 4470 Bluebonnet Blvd., 
Baton Rouge, Louisiana 70809, filed in 
Docket No. CP10–473–000, an 
application pursuant to section 7(c) of 
the Natural Gas Act (NGA) and Part 157 
of the Commission’s regulations, 
requesting a certificate of public 
convenience and necessity to construct 
the Cavern 24 Expansion Project in 
Iberville Parish, Louisiana. Specifically, 
the Cavern 24 Expansion Project 
consists of placing into Commission- 
jurisdictional service an existing natural 
gas salt dome storage cavern; 
constructing associated piping, 
measuring, and appurtenant facilities in 
order to connect the cavern to 
PetroLogistics’ existing pipeline; and 
increasing the maximum daily 
deliverability of the storage facility, all 
as more fully set forth in the application 
which is on file with the Commission 
and open to public inspection. This 
filing may also be viewed on the 
Commission’s Web site at http:// 
www.ferc.gov using the ‘‘eLibrary’’ link. 
Enter the docket number, excluding the 
last three digits, in the docket number 
field to access the document. For 
assistance, call (866) 208–3676 or TTY, 
(202) 502–8659. 

Any questions regarding this 
application should be directed to Allen 
Kirkley, PetroLogistics Natural Gas 
Storage, LLC, 4470 Bluebonnet Blvd., 
Baton Rouge, Louisiana 70809, or by 
calling (225) 706–2253 (telephone) or 
(225) 706–7050 (fax). 

Pursuant to section 157.9 of the 
Commission’s rules, 18 CFR 157.9, 
within 90 days of this Notice the 
Commission staff will either: complete 
its environmental assessment (EA) and 
place it into the Commission’s public 
record (eLibrary) for this proceeding, or 
issue a Notice of Schedule for 
Environmental Review. If a Notice of 
Schedule for Environmental Review is 
issued, it will indicate, among other 
milestones, the anticipated date for the 
Commission staff’s issuance of the final 

environmental impact statement (FEIS) 
or EA for this proposal. The filing of the 
EA in the Commission’s public record 
for this proceeding or the issuance of a 
Notice of Schedule for Environmental 
Review will serve to notify Federal and 
State agencies of the timing for the 
completion of all necessary reviews, and 
the subsequent need to complete all 
Federal authorizations within 90 days of 
the date of issuance of the Commission 
staff’s FEIS or EA. 

There are two ways to become 
involved in the Commission’s review of 
this project. First, any person wishing to 
obtain legal status by becoming a party 
to the proceedings for this project 
should, on or before the comment date 
stated below, file with the Federal 
Energy Regulatory Commission, 888 
First Street, NE., Washington, DC 20426, 
a motion to intervene in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 385.214 or 385.211) 
and the Regulations under the NGA (18 
CFR 157.10). A person obtaining party 
status will be placed on the service list 
maintained by the Secretary of the 
Commission and will receive copies of 
all documents filed by the applicant and 
by all other parties. A party must submit 
14 copies of filings made with the 
Commission and must mail a copy to 
the applicant and to every other party in 
the proceeding. Only parties to the 
proceeding can ask for court review of 
Commission orders in the proceeding. 

However, a person does not have to 
intervene in order to have comments 
considered. The second way to 
participate is by filing with the 
Secretary of the Commission, as soon as 
possible, an original and two copies of 
comments in support of or in opposition 
to this project. The Commission will 
consider these comments in 
determining the appropriate action to be 
taken, but the filing of a comment alone 
will not serve to make the filer a party 
to the proceeding. The Commission’s 
rules require that persons filing 
comments in opposition to the project 
provide copies of their protests only to 
the party or parties directly involved in 
the protest. 

Persons who wish to comment only 
on the environmental review of this 
project should submit an original and 
two copies of their comments to the 
Secretary of the Commission. 
Environmental commenters will be 
placed on the Commission’s 
environmental mailing list, will receive 
copies of the environmental documents, 
and will be notified of meetings 
associated with the Commission’s 
environmental review process. 
Environmental commenters will not be 

required to serve copies of filed 
documents on all other parties. 
However, the non-party commenters 
will not receive copies of all documents 
filed by other parties or issued by the 
Commission (except for the mailing of 
environmental documents issued by the 
Commission) and will not have the right 
to seek court review of the 
Commission’s final order. 

Motions to intervene, protests and 
comments may be filed electronically 
via the Internet in lieu of paper; see, 18 
CFR 385.2001(a) (1) (iii) and the 
instructions on the Commission’s Web 
site under the ‘‘e-Filing’’ link. The 
Commission strongly encourages 
electronic filings. 

Comment Date: August 24, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20137 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PR10–29–001] 

Enbridge Pipelines (North Texas) L.P.; 
Notice of Baseline Filing 

August 6, 2010. 
Take notice that on July 29, 2010, 

Enbridge Pipelines (North Texas) L.P. 
submitted a revised baseline filing of its 
Statement of Operating Conditions for 
services provided under section 311 of 
the Natural Gas Policy Act of 1978 
(NGPA). 

Any person desiring to participate in 
this rate proceeding must file a motion 
to intervene or to protest this filing must 
file in accordance with Rules 211 and 
214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a notice of intervention or 
motion to intervene, as appropriate. 
Such notices, motions, or protests must 
be filed on or before the date as 
indicated below. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
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interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 

Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on Monday, August 16, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20131 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Notice of Baseline Filings 

August 6, 2010. 

Enbridge Pipelines (East Texas) L.P. .......................................................................................................... Docket No. PR10–71–000. 
Pacific Gas and Electric Company ............................................................................................................... Docket No. PR10–72–000. 
Kinder Morgan Texas Pipeline LLC ............................................................................................................. Docket No. PR10–74–000. 
Northwest Natural Gas Company ................................................................................................................. Docket No. PR10–75–000. 
Enterprise Intrastate L.P. .............................................................................................................................. Docket No. PR10–76–000 (Not Con-

solidated). 

Take notice that on July 29, 2010, July 
30, 2010, and August 3, 2010, 
respectively the applicants listed above 
submitted their baseline filing of its 
Statement of Operating Conditions for 
services provided under section 311 of 
the Natural Gas Policy Act of 1978 
(NGPA). 

Any person desiring to participate in 
this rate proceeding must file a motion 
to intervene or to protest this filing must 
file in accordance with Rules 211 and 
214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a notice of intervention or 
motion to intervene, as appropriate. 
Such notices, motions, or protests must 
be filed on or before the date as 
indicated below. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 

review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern time 
on Monday, August 16, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20132 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings # 1 

August 6, 2010. 
Take notice that the Commission 

received the following electric rate 
filings: 

Docket Numbers: ER01–615–018; 
ER09–746–003; ER96–1551–022. 

Applicants: Public Service Company 
of New Mexico; Optim Energy 
Marketing, LLC. 

Description: Supplemental 
Information of Public Service Company 
of New Mexico, et al. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5091. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER06–1502–002; 

ER08–213–002. 

Applicants: Round Rock Energy, LLC, 
Round Rock Energy, LP. 

Description: Notice of Non-Material 
Change In Status for Round Rock 
Energy, LLC. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5076. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER07–1259–004. 
Applicants: San Joaquin Cogen, LLC. 
Description: San Joaquin Cogen, LLC 

submits Substitute Original Sheet 1 et 
al. to its FERC Electric Tariff, Second 
Revised Volume 1. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–0204. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER09–1114–003; 

ER09–1110–002. 
Applicants: RRI Energy Services, Inc.; 

RRI Energy Florida, LLC. 
Description: Supplement to Notice of 

Change in Status filed on February 1, 
2010 of RRI Energy Florida, LLC and 
RRI Energy Services, Inc. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5084. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–308–002. 
Applicants: Kleen Energy Systems, 

LLC. 
Description: Kleen Energy Systems, 

LLC submits captioned public utility’s 
conformed market-based rate tariff. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–0203. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2097–001. 
Applicants: KCP&L Greater Missouri 

Operations Company. 
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Description: KCP&L Greater Missouri 
Operations Company submits tariff 
filing per 35: KCP&L–GMO Baseline 
Compliance Filing to be effective 
8/2/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5125. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2110–000. 
Applicants: ITC Midwest LLC. 
Description: ITC Midwest LLC 

submits materials in support of their 
request for authorization to use updated 
depreciation rates in the calculation of 
charges for transmission services 
provided under ER10–2110. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0237. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 16, 2010. 
Docket Numbers: ER10–2116–000. 
Applicants: KCP&L Greater Missouri 

Operations Company. 
Description: KCP&L Greater Missouri 

Operations Company submits tariff 
filing per 35.12: KCP&L–GMO OATT 
Volume 24 BASELINE to be effective 
8/4/2010. 

Filed Date: 08/04/2010. 
Accession Number: 20100804–5124. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2117–000. 
Applicants: Boralex Livermore Falls 

LP. 
Description: Boralex Livermore Falls 

LP submits tariff filing per 35.12: 
Boralex Livermore Falls LP Baseline 
Filing to be effective 8/5/2010. 

Filed Date: 08/04/2010. 
Accession Number: 20100804–5131. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2118–000. 
Applicants: Boralex Stratton Energy 

LP. 
Description: Boralex Stratton Energy 

LP submits tariff filing per 35.12: 
Boralex Stratton Energy LP Baseline 
Filing to be effective 8/5/2010. 

Filed Date: 08/04/2010. 
Accession Number: 20100804–5132. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2119–000. 
Applicants: Boralex Fort Fairfield LP. 
Description: Boralex Fort Fairfield LP 

submits tariff filing per 35.12: Boralex 
Fort Fairfield LP Baseline Filing to be 
effective 8/5/2010. 

Filed Date: 08/04/2010. 
Accession Number: 20100804–5135. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2120–000. 
Applicants: Virginia Electric and 

Power Company. 

Description: Virginia Electric and 
Power Company submits tariff filing per 
35.13(a)(2)(iii) Revised Tariff Sheets to 
be effective 8/3/2010. 

Filed Date: 08/04/2010. 
Accession Number: 20100804–5137. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2121–000. 
Applicants: Southern California 

Edison Company. 
Description: Southern California 

Edison Company submits tariff filing 
per 35.13(a)(2)(iii) Letter Agreement 
Iberdrola Manzana Wind N 080510 to be 
effective 7/22/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5000. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2122–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
tariff filing per 35.13(a)(2)(iii) 2010–08– 
05 CAISO Service Agreement 1562, 
LGIA for CPC East to be effective 7/28/ 
2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5003. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2123–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 
35.13(a)(2)(iii) 1903 Novus Wind II, LLC 
LGIA to be effective 7/30/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5035. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2124–000. 
Applicants: Spring Canyon Energy 

LLC. 
Description: Spring Canyon Energy 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5037. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2125–000. 
Applicants: Judith Gap Energy LLC. 
Description: Judith Gap Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5038. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2126–000. 
Applicants: Idaho Power Company. 

Description: Idaho Power Company 
submits tariff filing per 35.12: Idaho 
Power Baseline Tariffs to be effective 
8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5039. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2127–000. 
Applicants: Invenergy TN LLC. 
Description: Invenergy TN LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5040. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2128–000. 
Applicants: Wolverine Creek Energy 

LLC. 
Description: Wolverine Creek Energy 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5041. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2129–000. 
Applicants: Grays Harbor Energy LLC. 
Description: Grays Harbor Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5042. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2130–000. 
Applicants: Forward Energy LLC. 
Description: Forward Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5043. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2131–000. 
Applicants: Grand Ridge Energy LLC. 
Description: Grand Ridge Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5044. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2132–000. 
Applicants: Willow Creek Energy 

LLC. 
Description: Willow Creek Energy 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
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Accession Number: 20100805–5045. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2133–000. 
Applicants: Sheldon Energy LLC. 
Description: Sheldon Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5046. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 

Docket Numbers: ER10–2134–000. 
Applicants: Hardee Power Partners 

Limited. 
Description: Hardee Power Partners 

Limited submits tariff filing per 35: 
Refile Baseline Market-Based Rate Tariff 
Filing to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5047. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2135–000. 
Applicants: Spindle Hill Energy LLC. 
Description: Spindle Hill Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5048. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2136–000. 
Applicants: Invenergy Cannon Falls 

LLC. 
Description: Invenergy Cannon Falls 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5049. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2137–000. 
Applicants: Beech Ridge Energy LLC. 
Description: Beech Ridge Energy LLC 

submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5050. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2138–000. 
Applicants: Grand Ridge Energy II 

LLC. 
Description: Grand Ridge Energy II 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5051. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2139–000. 

Applicants: Grand Ridge Energy III 
LLC. 

Description: Grand Ridge Energy III 
LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5052. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2140–000. 
Applicants: Grand Ridge Energy IV 

LLC. 
Description: Grand Ridge Energy IV 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5053. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2141–000. 
Applicants: Grand Ridge Energy V 

LLC. 
Description: Grand Ridge Energy V 

LLC submits tariff filing per 35: Refile 
Baseline Market-Based Rate Tariff Filing 
to be effective 8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5054. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2142–000. 
Applicants: ITC Midwest LLC. 
Description: ITC Midwest LLC et al. 

submits transmittal letter and 
Operations Service Agreement for 34.5 
kv transmission facilities etc. 

Filed Date: 08/04/2010. 
Accession Number: 20100805–0206. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, August 25, 2010. 
Docket Numbers: ER10–2143–000. 
Applicants: Duke Energy Ohio, Inc. 
Description: Duke Energy Ohio, Inc. 

Notice of Cancellation. 
Filed Date: 08/05/2010. 
Accession Number: 20100805–5066. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2144–000. 
Applicants: RRI Energy West, Inc. 
Description: RRI Energy West, Inc. 

submits tariff filing per 35.12: Baseline 
Filing to be effective 9/1/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5102. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2145–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 35.12: 
Baseline Electronic Governing 
Documents Tariff Filing to be effective 
8/5/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5103. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2146–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
tariff filing per 35.13(a)(2)(iii: CAISO 
Service Agreement 1631, LGIA for CPC 
West to be effective 7/28/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5126. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2147–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
tariff filing per 35.13(a)(2)(iii: CAISO 
Service 1643, LGIA for Solar Partners II) 
to be effective 8/3/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5127. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2148–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
tariff filing per 35.13(a)(2)(iii: CAISO 
Service Agreement 1645, LGIA for Solar 
Partners VIII) to be effective 8/3/2010. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5128. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Take notice that the Commission 

received the following electronic 
securities filings: 

Docket Numbers: ES10–51–000. 
Applicants: AEP Appalachian 

Transmission Company, Inc, AEP 
Indiana Michigan Transmission 
Company, AEP Kentucky Transmission 
Company, Inc, AEP Oklahoma 
Transmission Company, Inc., AEP 
Southwestern Transmission Company, 
Inc, AEP West Virginia Transmission 
Company, Inc. 

Description: Second Supplemental 
Application of AEP Appalachian 
Transmission Company, Inc., et al. 
under Section 204 of the Federal Power 
Act. 

Filed Date: 08/05/2010. 
Accession Number: 20100805–5077. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 16, 2010. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
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time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

As it relates to any qualifying facility 
filings, the notices of self-certification 
[or self-recertification] listed above, do 
not institute a proceeding regarding 
qualifying facility status. A notice of 
self-certification [or self-recertification] 
simply provides notification that the 
entity making the filing has determined 
the facility named in the notice meets 
the applicable criteria to be a qualifying 
facility. Intervention and/or protest do 
not lie in dockets that are qualifying 
facility self-certifications or self- 
recertifications. Any person seeking to 
challenge such qualifying facility status 
may do so by filing a motion pursuant 
to 18 CFR 292.207(d)(iii). Intervention 
and protests may be filed in response to 
notices of qualifying facility dockets 
other than self-certifications and self- 
recertifications. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed docket(s). For assistance 
with any FERC Online service, please e- 

mail FERCOnlineSupport@ferc.gov. or 
call (866) 208–3676 (toll free). For TTY, 
call (202) 502–8659. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20135 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

August 9, 2010. 
Take notice that the Commission 

received the following electric corporate 
filings: 

Docket Numbers: EC10–84–000. 
Applicants: Black Hills Power, Inc. 
Description: Application of Black 

Hills Power, Inc., for Section 203 
Approval. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5061. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Take notice that the Commission 

received the following exempt 
wholesale generator filings: 

Docket Numbers: EG10–48–000. 
Applicants: Eagle Creek Hydro Power, 

LLC. 
Description: Supplemental 

Information to Notice of Self- 
Certification of Exempt Wholesale 
Generator Status of Eagle Creek Hydro 
Power, LLC. 

Filed Date: 07/02/2010. 
Accession Number: 20100702–5110. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 19, 2010. 
Take notice that the Commission 

received the following electric rate 
filings: 

Docket Numbers: ER07–1106–009; 
ER08–1255–004; ER10–566–002; ER07– 
1106–008. 

Applicants: ArcLight Energy 
Marketing, LLC,; Oak Creek Wind 
Power, LLC; Coso Geothermal Power 
Holdings, LLC. 

Description: Supplement to Updated 
Market Power Analysis for the 
Southwest Region on behalf of ArcLight 
Energy Marketing, LLC, et al. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5079. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER08–1281–005. 
Applicants: New York Independent 

System Operator Inc. 
Description: Compliance filing/ 

response of PJM Interconnection, L.L.C. 
to July 15, 2010 Order. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5129. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2149–000. 
Applicants: Visteon System, LLC. 
Description: Visteon Systems, LLC 

submits a Notice of Cancellation of their 
market-based rater tariff—FERC Electric 
Tariff, Original Volume 1. 

Filed Date: 08/05/2010. 
Accession Number: 20100806–0201. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2150–000. 
Applicants: AL Sandersville, LLC. 
Description: Al Sandersville, LLC 

submits notice of succession to KGen 
Sandersville LLC’s FERC Electric Tariff, 
First Revised Volume 1. 

Filed Date: 08/05/2010. 
Accession Number: 20100806–0202. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2150–001. 
Applicants: AL Sandersville, LLC. 
Description: Notice of Change in 

Status of AL Sandersville, LLC. 
Filed Date: 08/05/2010. 
Accession Number: 20100805–5145. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2151–000. 
Applicants: Windstar Energy, LLC. 
Description: Request for authorization 

to sell energy and capacity at market- 
based rates re Windstar Energy, LLC. 

Filed Date: 08/05/2010. 
Accession Number: 20100806–0203. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2152–000. 
Applicants: ISO New England Inc. 
Description: Filing Parties submits 

revisions to ISO Tariff related to the 
allocation of loss revenue. 

Filed Date: 08/05/2010. 
Accession Number: 20100806–0204. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, August 26, 2010. 
Docket Numbers: ER10–2153–000. 
Applicants: Consolidated Edison 

Company of New York, Inc. 
Description: Consolidated Edison 

Company of New York, Inc. submits 
tariff filing per 35: Re-filing of Con 
Edison baseline filings to be effective 8/ 
6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5021. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2154–000. 
Applicants: National Grid Glenwood 

Energy Center LLC. 
Description: National Grid Glenwood 

Energy Center LLC submits tariff filing 
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per 35.12: National Grid-Glenwood 
FERC Electric Tariff No. 1 (Market- 
Based Rates) to be effective 8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5027. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2155–000. 
Applicants: National Grid Port 

Jefferson. 
Description: National Grid Port 

Jefferson submits tariff filing per 35.12: 
National Grid-Port Jefferson FERC 
Electric Tariff No. 1 (Market-Based 
Rates) to be effective 8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5030. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2156–000. 
Applicants: Consumers Energy 

Company. 
Description: Consumers Energy 

Company submits tariff filing per 35.12: 
Rate Schedule No. _ Facilities 
Agreement with the Midland 
Cogeneration Venture to be effective 10/ 
5/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5047. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2157–000. 
Applicants: Louisville Gas and 

Electric Company. 
Description: Louisville Gas and 

Electric Company submits tariff filing 
per 35.13(a)(2)(iii) Attachment Q 2.0.0 
to be effective 9/1/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5058. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2158–000. 
Applicants: New York Independent 

System Operator Inc. 
Description: New York Independent 

System Operator submits tariff filing per 
35.13(a)(2)(iii) Compliance Filing Rate 
Schedule M–1—Schnell 8/6/10 to be 
effective 6/30/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5065. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2159–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
tariff filing per 35: 2010–08–06 CAISO 
Multi-Stage Generating Resource 
Compliance to be effective N/A. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5072. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2160–000. 

Applicants: NAEA Ocean Peaking 
Power, LLC. 

Description: NAEA Ocean Peaking 
Power, LLC submits tariff filing per 
35.12: NAEA Ocean Peaking Power 
MBR Baseline to be effective 8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5101. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2161–000. 
Applicants: NAEA Energy 

Massachusetts LLC. 
Description: NAEA Energy 

Massachusetts LLC submits tariff filing 
per 35.12: NAEA Energy Massachusetts 
Baseline MBR to be effective 8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5102. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2162–000. 
Applicants: NAEA Newington Energy, 

LLC. 
Description: NAEA Newington 

Energy, LLC submits tariff filing per 
35.12: NAEA Newington Energy 
Baseline MBR to be effective 8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5103. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2163–000. 
Applicants: NAEA Rock Springs, LLC. 
Description: NAEA Rock Springs, LLC 

submits tariff filing per 35.12: Naea 
Rock Springs, LLC FERC Electric Rate 
Schedule No. 1 Baseline to be effective 
8/6/2010. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5104. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2164–000. 
Applicants: Tampa Electric Company. 
Description: Tampa Electric Company 

Cancellation Notification of its Rate 
Schedule No. 55. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5128. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Docket Numbers: ER10–2165–000. 
Applicants: FirstEnergy Solutions 

Corp. 
Description: FirstEnergy Solutions 

Corp. submits tariff filing per 
35.13(a)(2)(iii) Withdrawal to be 
effective 5/11/2010. 

Filed Date: 08/09/2010. 
Accession Number: 20100809–5024. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 30, 2010. 
Docket Numbers: ER10–2166–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 

35.13(a)(2)(iii) 1677R2 Taloga Wind 
LGIA to be effective 7/30/2010. 

Filed Date: 08/09/2010. 
Accession Number: 20100809–5049. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 30, 2010. 
Take notice that the Commission 

received the following land acquisition 
reports: 

Docket Numbers: LA10–1–000. 
Applicants: Order 697–C 2010 1st Qtr 

Site Acquisition. 
Description: Corrected Quarterly 

Report Pursuant to 18 CFR 35.42(d), 
Niagara Generation, LLC. 

Filed Date: 08/06/2010. 
Accession Number: 20100806–5046. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 27, 2010. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

As it relates to any qualifying facility 
filings, the notices of self-certification 
[or self-recertification] listed above, do 
not institute a proceeding regarding 
qualifying facility status. A notice of 
self-certification [or self-recertification] 
simply provides notification that the 
entity making the filing has determined 
the facility named in the notice meets 
the applicable criteria to be a qualifying 
facility. Intervention and/or protest do 
not lie in dockets that are qualifying 
facility self-certifications or self- 
recertifications. Any person seeking to 
challenge such qualifying facility status 
may do so by filing a motion pursuant 
to 18 CFR 292.207(d)(iii). Intervention 
and protests may be filed in response to 
notices of qualifying facility dockets 
other than self-certifications and self- 
recertifications. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
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service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St, NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed dockets(s). For 
assistance with any FERC Online 
service, please e-mail 
FERCOnlineSupport@ferc.gov. or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20136 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

August 3, 2010. 
Take notice that the Commission 

received the following electric rate 
filings: 

Docket Numbers: ER06–1409–005; 
ER06–1408–005; ER06–1407–005; 
ER06–1413–005; ER08–577–006; ER08– 
578–003; ER08–579–007; ER08–1443– 
003. 

Applicants: Noble Wethersfield 
Windpark, LLC, Noble Chateaugay 
Windpark, LLC, Noble Bellmont 
Windpark, LLC, Noble Ellenburg 
Windpark, LLC, Noble Bliss Windpark, 
LLC, Noble Clinton Windpark I, LLC, 
Noble Altona Windpark, LLC, Noble 
Great Plains Windpark, LLC. 

Description: Noble Wethersfield 
Windpark, LLC, et al. submits amended 
Quarterly Land Acquisition Report for 
the third quarter of 2009. 

Filed Date: 07/30/2010. 
Accession Number: 20100730–5262. 
Comment Date: 5 p.m. Eastern Time 

on Friday, August 20, 2010. 
Docket Numbers: ER10–1262–001. 

Applicants: The Detroit Edison 
Company. 

Description: The Detroit Edison 
Company submits its baseline tariff, 
FERC Electric Tariff Volume No 4, 
Compliance Filing, to be effective 
5/17/2010. 

Filed Date: 08/03/2010. 
Accession Number: 20100803–5016. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, August 24, 2010. 
Docket Numbers: ER10–2068–001. 
Applicants: Delaware City Refining 

Company LLC. 
Description: Delaware City Refining 

Company LLC submits tariff filing per 
35.17(b): Correction to Change-in-Status 
Notification Record Content to be 
effective 10/1/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5101. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2076–001. 
Applicants: Kansas City Power & 

Light Company. 
Description: Kansas City Power & 

Light Company submits tariff filing per 
35: KCP&L OATT Baseline Compliance 
to be effective 7/30/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5109. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2078–001. 
Applicants: White Oak Energy LLC. 
Description: White Oak Energy LLC 

submits tariff filing per 35.17(b): 
Supplement to Initial Market-Based Rate 
Application to be effective 11/10/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5075. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2089–000. 
Applicants: Southern California 

Edison Company. 
Description: Southern California 

Edison Company submits the Standard 
Large Generator Interconnection 
Agreement with Solar Partners II, LLC et 
al, to be effective 8/3/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5086. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2090–000. 
Applicants: Midwest Independent 

Transmission System. 
Description: Midwest Independent 

Transmission System Operator, Inc. 
submits tariff filing per 35: 08–02–10 
CONE recalculation to be effective 
6/1/2011. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5100. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 

Docket Numbers: ER10–2091–000. 
Applicants: Southern California 

Edison Company. 
Description: Southern California 

Edison Company submits tariff filing 
per 35.13(a)(2)(iii: TOT LGIA SA 85 N 
080210 to be effective 8/3/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5115. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2092–000. 
Applicants: Boralex Ashland LP. 
Description: Boralex Ashland LP 

submits tariff filing per 35.12: Boralex 
Ashland LP Baseline Filing to be 
effective 8/3/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5124. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2093–000. 
Applicants: Wolverine Power Supply 

Cooperative, Inc. 
Description: Wolverine Power Supply 

Cooperative, Inc. submits tariff filing per 
35.12: Refile Baseline Tariff Filing of 
Rate for Reactive Supply Service to be 
effective 8/2/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5132. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2094–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 
35.13(a)(2)(iii) 1166R11 Oklahoma 
Municipal Power Authority NITSA and 
NOA to be effective 7/30/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5140. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2095–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 
35.13(a)(2)(iii) 1154R5 Associated 
Electric Cooperative NITSA and NOA to 
be effective 7/30/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5141. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2096–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits tariff filing per 
35.13(a)(2)(iii) 607R10 Westar Energy 
NITSA and NOA to be effective 7/30/ 
2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5142. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
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Docket Numbers: ER10–2097–000. 
Applicants: KCP&L Greater Missouri 

Operations Company. 
Description: KCP&L Greater Missouri 

Operations Company submits tariff 
filing per 35.12: KCP&L–GMO Baseline 
Filing (Market-Based Volume 28) to be 
effective 8/2/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5172. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2098–000. 
Applicants: KCP&L Greater Missouri 

Operations Company. 
Description: KCP&L Greater Missouri 

Operations Company submits tariff 
filing per 35.12: GMO Volume 33 (Cost- 
Based) Baseline Filing to be effective 
8/2/2010. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–5174. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2099–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted Full 
Requirements Electric Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0222. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2100–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted 
Wholesale Distribution Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0223. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2101–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted Full 
Requirements Electric Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0224. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2102–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted 
Wholesale Distribution Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0225. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 

Docket Numbers: ER10–2103–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an executed 
Wholesale Distribution Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0226. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2104–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted 
Wholesale Distribution Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0227. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2105–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted Full 
Requirements Electric Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0228. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2106–000. 
Applicants: The Empire District 

Electric Company. 
Description: Empire District Electric 

Company submits an unexecuted Full 
Requirements Electric Service 
Agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0229. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2107–000. 
Applicants: Nevada Power Company. 
Description: NV Energy, Inc. submits 

an application for two Cost-Based Rate 
Schedules. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0230. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2108–000. 
Applicants: Heritage Stoney Corners 

Wind Farm I, LLC. 
Description: Gray PLLC submits an 

application of Heritage Stoney Corners 
Wind Farm I, LLC et al. for Market- 
Based Rate Authority. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0231. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2109–000. 
Applicants: PJM Interconnection 

L.L.C. 

Description: PJM Interconnection 
submits an executed interim 
interconnection service agreement. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0232. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2111–000. 
Applicants: MidAmerican Energy 

Company. 
Description: MidAmerican Energy 

Company submits proposed revisions to 
its Open Acess Transmission Tariff etc. 

Filed Date: 08/02/2010. 
Accession Number: 20100802–0236. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Docket Numbers: ER10–2112–000. 
Applicants: Cleco Power LLC. 
Description: Cleco Power LLC submits 

tariff filing per 35.12: Rate Schedule 10 
Baseline to be effective 8/3/2010. 

Filed Date: 08/03/2010. 
Accession Number: 20100803–5032. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, August 24, 2010. 
Docket Numbers: ER10–2113–000. 
Applicants: Cleco Power LLC. 
Description: Cleco Power LLC submits 

tariff filing per 35.13(a)(2)(iii): Rate 
Schedule 10 to be effective 8/3/2010. 

Filed Date: 08/03/2010. 
Accession Number: 20100803–5037. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, August 24, 2010. 
Docket Numbers: ER10–2114–000. 
Applicants: Southern California 

Edison Company. 
Description: Southern California 

Edison Company submits tariff filing 
per 35.13(a)(2)(iii): Letter Agreement 
Coram Energy N 080310 to be effective 
7/9/2010. 

Filed Date: 08/03/2010. 
Accession Number: 20100803–5071. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, August 24, 2010. 
Take notice that the Commission 

received the following land acquisition 
reports: 

Docket Numbers: LA10–2–000. 
Applicants: Order 697–C 2010 2nd 

Qtr Site Acquisition. 
Description: Westar Energy, Inc., et al. 

submits Quarterly Land Acquisition 
Report for Second Quarter 2010. 

Filed Date: 07/27/2010. 
Accession Number: 20100727–5160. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, August 17, 2010. 
Docket Numbers: LA10–2–000. 
Applicants: Order 697–C 2010 2nd 

Qtr Site Acquisition. 
Description: Notice of Change in 

Status of Ridge Crest Wind Partners, 
LLC, et. al. 

Filed Date: 08/02/2010. 
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Accession Number: 20100802–5191. 
Comment Date: 5 p.m. Eastern Time 

on Monday, August 23, 2010. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

As it relates to any qualifying facility 
filings, the notices of self-certification 
[or self-recertification] listed above, do 
not institute a proceeding regarding 
qualifying facility status. A notice of 
self-certification [or self-recertification] 
simply provides notification that the 
entity making the filing has determined 
the facility named in the notice meets 
the applicable criteria to be a qualifying 
facility. Intervention and/or protest do 
not lie in dockets that are qualifying 
facility self-certifications or self- 
recertifications. Any person seeking to 
challenge such qualifying facility status 
may do so by filing a motion pursuant 
to 18 CFR 292.207(d)(iii). Intervention 
and protests may be filed in response to 
notices of qualifying facility dockets 
other than self-certifications and self- 
recertifications. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 

eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed docket(s). For assistance 
with any FERC Online service, please e- 
mail FERCOnlineSupport@ferc.gov or 
call (866) 208–3676 (toll free). For TTY, 
call (202) 502–8659. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20134 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13808–000; Project No. 13813– 
000] 

Lock+ Hydro Friends Fund XLIX; FFP 
Missouri 14, LLC; Notice of Competing 
Preliminary Permit Applications 
Accepted for Filing and Soliciting 
Comments, Motions To Intervene, and 
Competing Applications 

August 9, 2010. 
Lock+ Hydro Friends Fund XLIX 

(Hydro Friends) and FFP Missouri 14, 
LLC (FFP) filed preliminary permit 
applications, pursuant to section 4(f) of 
the Federal Power Act, proposing to 
study the feasibility of developing 
hydropower projects at the U.S. Army 
Corps of Engineers (Corps) New 
Savannah Bluff Lock and Dam, located 
on the Savannah River near the City of 
Augusta, GA, in Richmond County, GA, 
and Aiken County, SC. Both 
applications were filed electronically 
and given the filing date of July 12, 
2010, at 8:30 a.m. The sole purpose of 
a preliminary permit, if issued, is to 
grant the permit holder priority to file 
a license application during the permit 
term. A preliminary permit does not 
authorize the permit holder to perform 
any land-disturbing activities or 
otherwise enter upon lands or waters 
owned by others without the owners’ 
express permission. 

The proposed projects are described 
as follows: 

The New Savannah Bluff Lock and 
Dam Hydroelectric Project, Project No. 
13808–000, filed on July 12, 2010 at 
8:30 a.m., would consist of: (1) One 75- 
foot-wide lock frame module placed 
downstream from the New Savannah 
Bluff Dam, housed between two pre- 
fabricated concrete walls that would 

guide flows into the turbines; (2) the 
lock frame module would consist of 
seven hydropower turbines, each rated 
at 1.25 megawatts (MW) and have a total 
rated capacity of 8.75 MW; (3) fish/ 
debris screens located upstream of the 
module; (4) a new transformer in a 
switchyard which would be located on 
the south bank of the river; and (5) a 3- 
mile-long 69-kilovolt (kV) transmission 
line extending from the switchyard to 
an existing sub-station located south- 
west of the dam. Hydro Friends is also 
exploring alternatives that would locate 
the module in the downstream section 
of the Corps lock, and upstream of the 
dam. Each design would have an 
average annual generation of 57,526 
megawatt-hours/year (MWh/yr). The 
project would operate run-of-river and 
utilize flows released from the New 
Savannah Bluff Dam. 

The New Savannah Bluff Lock and 
Dam Hydroelectric Project, Project No. 
13813–000, filed on July 12, 2010 at 
8:30 a.m., would consist of: (1) Two to 
four compact bulb turbines, with a 
combined generation capacity of 7.0 
MW, placed in the existing gate bays of 
the Corps New Savannah Bluff Dam; (2) 
a 30-foot x 40-foot control building 
located on the South Carolina side of 
the river; and (3) a 10,900-foot-long 
transmission line extending south from 
a switchyard near the dam to an existing 
transmission line located south of the 
project. FFP is also exploring an 
alternative that would involve 
construction of a new powerhouse, 
intake channel, and tailrace opposite the 
lock structure on the South Carolina 
side of the river. Each design would 
have an average annual generation of 
57,000 MWh/yr. The project would 
utilize flows from the New Savannah 
Bluff Dam and operate as directed by 
the Corps. 

Applicants Contact: For Hydro 
Friends: Mr. Wayne F. Krouse, 
Chairman and CEO, Hydro Green 
Energy, LLC, 5090 Richmond Avenue 
#390, Houston, TX 77056. (877) 556– 
6566 x709. For FFP: Mr. Ramya 
Swaminathan, Free Flow Power 
Corporation, 33 Commercial Street, 
Gloucester, MA 01930. (978) 283–2822. 

FERC Contact: Monte TerHaar, 
monte.terhaar@ferc.gov, (202) 502– 
6035. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Competing applications and notices of 
intent must meet the requirements of 18 
CFR 4.36. Comments, motions to 
intervene, notices of intent, and 
competing applications may be filed 
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electronically via the Internet. See 18 
CFR 385.2001(a)(1)(iii) and the 
instructions on the Commission’s Web 
site (http://www.ferc.gov/docs-filing/ 
ferconline.asp) under the ‘‘eFiling’’ link. 
For a simpler method of submitting text- 
only comments, click on ‘‘Quick 
Comment.’’ For assistance, please 
contact FERC Online Support at 
FERCOnlineSupport@ferc.gov; call toll- 
free at (866) 208–3676; or, for TTY, 
contact (202) 502–8659. Although the 
Commission strongly encourages 
electronic filing, documents may also be 
paper-filed. To paper-file, mail an 
original and eight copies to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. 

More information about this project, 
including a copy of the application, can 
be viewed or printed on the ‘‘eLibrary’’ 
link of the Commission’s Web site at 
http://www.ferc.gov/docs-filing/
elibrary.asp. Enter the docket number 
(P–13808–000, or P–13813–000) in the 
docket number field to access the 
document. For assistance, contact FERC 
Online Support. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20128 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP10–1045–000] 

Arena Energy, L.P. v. Sea Robin 
Pipeline Company, LLC; Notice of 
Complaint 

August 3, 2010. 
Take notice that on August 2, 2010, 

pursuant to Rule 206 of the Federal 
Energy Regulatory Commission’s 
(Commission) Rules of Practice and 
Procedure, 18 CFR 385.206 (2010), 
Arena Energy, L.P. (Complainant) filed 
a formal complaint against Sea Robin 
Pipeline Company, LLC (Respondent) 
alleging that the Respondent 
impermissibly terminated an 
interruptible transportation service (ITS) 
agreement prior to the expiration of its 
associated discounted rate term. 

Complainant certifies that copies of 
the complaint were served on the 
corporate officials the Respondent 
registered with the Commission. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 

Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. The Respondent’s answer 
and all interventions, or protests must 
be filed on or before the comment date. 
The Respondent’s answer, motions to 
intervene, and protests must be served 
on the Complainants. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on August 23, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20133 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PF10–20–000] 

Sawgrass Storage LLC; Notice of 
Intent To Prepare an Environmental 
Assessment for the Planned Sawgrass 
Storage Project and Request for 
Comments on Environmental Issues 

August 6, 2010. 
The staff of the Federal Energy 

Regulatory Commission (FERC or 
Commission) will prepare an 
environmental assessment (EA) that will 
discuss the environmental impacts of 
the Sawgrass Storage Project involving 
construction and operation of facilities 
by Sawgrass Storage LLC (Sawgrass) in 
Lincoln, Ouachita, and Union Parish, 
Louisiana. This EA will be used by the 

Commission in its decision-making 
process to determine whether the 
project is in the public convenience and 
necessity. 

This notice announces the opening of 
the scoping process the Commission 
will use to gather input from the public 
and interested agencies on the project. 
Your input will help the Commission 
staff determine what issues need to be 
evaluated in the EA. Please note that the 
scoping period will close on September 
7, 2010. 

This notice is being sent to the 
Commission’s current environmental 
mailing list for this project. State and 
local government representatives are 
asked to notify their constituents of this 
planned project and encourage them to 
comment on their areas of concern. 

If you are a landowner receiving this 
notice, you may be contacted by a 
pipeline company representative about 
the acquisition of an easement to 
construct, operate, and maintain the 
planned facilities. The company would 
seek to negotiate a mutually acceptable 
agreement. However, if the project is 
approved by the Commission, that 
approval conveys with it the right of 
eminent domain. Therefore, if easement 
negotiations fail to produce an 
agreement, the pipeline company could 
initiate condemnation proceedings 
where compensation would be 
determined in accordance with state 
law. 

A fact sheet prepared by the FERC 
entitled ‘‘An Interstate Natural Gas 
Facility On My Land? What Do I Need 
To Know?’’ is available for viewing on 
the FERC Web site (http:// 
www.ferc.gov). This fact sheet addresses 
a number of typically-asked questions, 
including the use of eminent domain 
and how to participate in the 
Commission’s proceedings. 

Summary of the Planned Project 

Sawgrass plans to construct and 
operate a natural gas storage facility 
with a working gas capacity of 25 billion 
cubic feet. According to Sawgrass, its 
project would provide flexible, market- 
based rate storage services on various 
interstate and intrastate pipeline 
systems, and provide supplemental 
natural gas supply during periods of 
peak natural gas usage. 

The Sawgrass Storage Project would 
consist of the following facilities: 

• A storage reservoir in a depleted 
natural gas production field; 

• 5 wellpads with up to 20 
horizontally drilled wells; 

• Approximately 5.5 miles of 
gathering pipeline; 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00041 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S

http://www.ferc.gov/docs-filing/ferconline.asp
http://www.ferc.gov/docs-filing/ferconline.asp
http://www.ferc.gov/docs-filing/elibrary.asp
http://www.ferc.gov/docs-filing/elibrary.asp
mailto:FERCOnlineSupport@ferc.gov
mailto:FERCOnlineSupport@ferc.gov
http://www.ferc.gov
http://www.ferc.gov
http://www.ferc.gov
http://www.ferc.gov


49927 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

1 The appendices referenced in this notice are not 
being printed in the Federal Register. Copies of 
appendices were sent to all those receiving this 
notice in the mail and are available at http:// 
www.ferc.gov using the link called ‘‘eLibrary’’ or 
from the Commission’s Public Reference Room, 888 
First Street, NE., Washington, DC 20426, or call 
(202) 502–8371. For instructions on connecting to 
eLibrary, refer to the last page of this notice. 

2 ‘‘We’’, ‘‘us’’, and ‘‘our’’ refer to the environmental 
staff of the Commission’s Office of Energy Projects. 

3 The Advisory Council on Historic Preservation’s 
regulations are at Title 36, Code of Federal 
Regulations, Part 800. Historic properties are 
defined in those regulations as any prehistoric or 
historic district, site, building, structure, or object 
included in or eligible for inclusion in the National 
Register for Historic Places. 

• A gas handling facility with 
approximately 15,000 horsepower (hp) 
of compression; 

• Approximately 27.5 miles of 30- 
inch-diameter mainline pipeline; 

• Approximately 3.5 miles of dual 24- 
inch-diameter header pipeline; 

• Approximately 3.3 miles of 24-inch- 
diameter header pipeline; 

• A remote compressor station with 
approximately 10,000 hp of 
compression; 

• Up to 9 pipeline interconnects; 
• 5 observation wells; 
• Up to 5 mainline valves; and 
• Appurtenant facilities. 
The general location of the project 

facilities is shown in appendix 1.1 

Land Requirements for Construction 

Construction of the planned facilities 
would disturb about 585.2 acres of land 
for the aboveground facilities and the 
pipelines. Following construction, about 
306.1 acres would be maintained for 
permanent operation of the project’s 
facilities; the remaining acreage would 
be restored and allowed to revert to 
former uses. 

The EA Process 

The National Environmental Policy 
Act (NEPA) requires the Commission to 
take into account the environmental 
impacts that could result from an action 
whenever it considers the issuance of a 
Certificate of Public Convenience and 
Necessity. NEPA also requires us 2 to 
discover and address concerns the 
public may have about proposals. This 
process is referred to as scoping. The 
main goal of the scoping process is to 
focus the analysis in the EA on the 
important environmental issues. By this 
notice, the Commission requests public 
comments on the scope of the issues to 
address in the EA. All comments 
received will be considered during the 
preparation of the EA. 

In the EA we will discuss impacts that 
could occur as a result of the 
construction and operation of the 
planned project under these general 
headings: 

• Geology and soils; 
• Land use; 
• Water resources, fisheries, and 

wetlands; 
• Cultural resources; 

• Vegetation and wildlife; 
• Air quality and noise; 
• Endangered and threatened species; 

and 
• Public safety. 
We will also evaluate possible 

alternatives to the planned project or 
portions of the project, and make 
recommendations on how to lessen or 
avoid impacts on the various resource 
areas. 

Although no formal application has 
been filed, we have already initiated our 
NEPA review under the Commission’s 
pre-filing process. The purpose of the 
pre-filing process is to encourage early 
involvement of interested stakeholders 
and to identify and resolve issues before 
an application is filed with the FERC. 
As part of our pre-filing review, we have 
begun to contact some federal and state 
agencies to discuss their involvement in 
the scoping process and the preparation 
of the EA. 

Our independent analysis of the 
issues will be presented in the EA. The 
EA will be placed in the public record 
and, depending on the comments 
received during the scoping process, 
may be published and distributed to the 
public. A comment period will be 
allotted if the EA is published for 
review. We will consider all comments 
on the EA before we make our 
recommendations to the Commission. 
To ensure your comments are 
considered, please carefully follow the 
instructions in the Public Participation 
section on page 5. 

With this notice, we are asking 
agencies with jurisdiction and/or 
special expertise with respect to 
environmental issues to formally 
cooperate with us in the preparation of 
the EA. These agencies may choose to 
participate once they have evaluated the 
proposal relative to their 
responsibilities. Agencies that would 
like to request cooperating agency status 
should follow the instructions for filing 
comments provided under the Public 
Participation section of this notice. 

Consultations Under Section 106 of the 
National Historic Preservation Act 

In accordance with the Advisory 
Council on Historic Preservation’s 
implementing regulations for section 
106 of the National Historic 
Preservation Act, we are using this 
notice to initiate consultation with the 
Louisiana State Historic Preservation 
Office (SHPO), and to solicit its views 
and those of other government agencies, 
interested Indian tribes, and the public 
on the project’s potential effects on 

historic properties.3 We will define the 
project-specific Area of Potential Effects 
(APE) in consultation with the SHPO as 
the project is further developed. On 
natural gas facility projects, the APE at 
a minimum encompasses all areas 
subject to ground disturbance (examples 
include construction right-of-way, 
contractor/pipe storage yards, 
compressor stations, and access roads). 
Our EA for this project will document 
our findings on the impacts on historic 
properties and summarize the status of 
consultations under section 106. 

Public Participation 
You can make a difference by 

providing us with your specific 
comments or concerns about the project. 
Your comments should focus on the 
potential environmental effects, 
reasonable alternatives, and measures to 
avoid or lessen environmental impacts. 
The more specific your comments, the 
more useful they will be. To ensure that 
your comments are timely and properly 
recorded, please send your comments so 
that they will be received in 
Washington, DC on or before September 
7, 2010. 

For your convenience, there are three 
methods you can use to submit your 
comments to the Commission. In all 
instances, please reference the project 
docket number (PF10–20–000) with 
your submission. The Commission 
encourages electronic filing of 
comments and has expert eFiling staff 
available to assist you at (202) 502–8258 
or efiling@ferc.gov. 

(1) You may file your comments 
electronically by using the eComment 
feature, which is located on the 
Commission’s Web site at http:// 
www.ferc.gov under the link to 
Documents and Filings. An eComment 
is an easy method for interested persons 
to submit brief, text-only comments on 
a project; 

(2) You may file your comments 
electronically by using the eFiling 
feature, which is located on the 
Commission’s website at http:// 
www.ferc.gov under the link to 
Documents and Filings. With eFiling 
you can provide comments in a variety 
of formats by attaching them as a file 
with your submission. New eFiling 
users must first create an account by 
clicking on ‘‘eRegister.’’ You will be 
asked to select the type of filing you are 
making. A comment on a particular 
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project is considered a ‘‘Comment on a 
Filing’’; or 

(3) You may file a paper copy of your 
comments at the following address: 
Kimberly D. Bose, Secretary, Federal 
Energy Regulatory Commission, 888 
First Street, NE., Room 1A, Washington, 
DC 20426. 

Environmental Mailing List 
The environmental mailing list 

includes federal, state, and local 
government representatives and 
agencies; elected officials; 
environmental and public interest 
groups; Native American Tribes; other 
interested parties; and local libraries 
and newspapers. This list also includes 
all affected landowners (as defined in 
the Commission’s regulations) who are 
potential right-of-way grantors, whose 
property may be used temporarily for 
project purposes, or who own homes 
within certain distances of aboveground 
facilities, and anyone who submits 
comments on the project. We will 
update the environmental mailing list as 
the analysis proceeds to ensure that we 
send the information related to this 
environmental review to all individuals, 
organizations, and government entities 
interested in and/or potentially affected 
by the planned project. 

If the EA is published for distribution, 
copies will be sent to the environmental 
mailing list for public review and 
comment. If you would prefer to receive 
a paper copy of the document instead of 
the CD version or would like to remove 
your name from the mailing list, please 
return the attached Information Request 
(appendix 2). 

Becoming an Intervenor 
Once Sawgrass files its application 

with the Commission, you may want to 
become an ‘‘intervenor’’ which is an 
official party to the Commission’s 
proceeding. Intervenors play a more 
formal role in the process and are able 
to file briefs, appear at hearings, and be 
heard by the courts if they choose to 
appeal the Commission’s final ruling. 
An intervenor formally participates in 
the proceeding by filing a request to 
intervene. Instructions for becoming an 
intervenor are included in the User’s 
Guide under the ‘‘e-filing’’ link on the 
Commission’s Web site. Please note that 
the Commission will not accept requests 
for intervenor status at this time. You 
must wait until a formal application for 
the project is filed with the 
Commission. 

Additional Information 
Additional information about the 

project is available from the 
Commission’s Office of External Affairs, 

at (866) 208–FERC, or on the FERC Web 
site (http://www.ferc.gov) using the 
eLibrary link. Click on the eLibrary link, 
click on ‘‘General Search’’ and enter the 
docket number, excluding the last three 
digits in the Docket Number field (i.e., 
PF10–20–000). Be sure you have 
selected an appropriate date range. For 
assistance, please contact FERC Online 
Support at FercOnlineSupport@ferc.gov 
or toll free at (866) 208–3676, or for 
TTY, contact (202) 502–8659. The 
eLibrary link also provides access to the 
texts of formal documents issued by the 
Commission, such as orders, notices, 
and rulemakings. 

In addition, the Commission offers a 
free service called eSubscription which 
allows you to keep track of all formal 
issuances and submittals in specific 
dockets. This can reduce the amount of 
time you spend researching proceedings 
by automatically providing you with 
notification of these filings, document 
summaries, and direct links to the 
documents. Go to http://www.ferc.gov/
esubscribenow.htm. 

Finally, any public meetings or site 
visits will be posted on the 
Commission’s calendar located at 
http://www.ferc.gov/EventCalendar/
EventsList.aspx along with other related 
information. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20129 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PR00–16–001] 

Enogex, LLC; Notice of Filing 

August 3, 2010. 
Take notice that on July 30, 2010, 

Enogex, LLC (Enogex) filed pursuant to 
section 284.123(e) of the Commission’s 
regulations, a revised Statement of 
Operating Conditions (SOC) for Storage 
service to supersede the existing Storage 
SOC in its entirety. 

Enogex states that the new Storage 
SOC restructures the overall format, 
updates certain terms and conditions 
including provisions for 
creditworthiness and billing and 
includes a Section 311 rate summary. 

Enogex is requesting an effective date 
of July 30, 2010. Enogex further states 
the filing is in anticipation of their 
uploading a baseline filing in 
accordance with Order 714. 

Any person desiring to participate in 
this rate filing must file in accordance 

with Rules 211 and 214 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
date as indicated below. Anyone filing 
an intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
Wednesday, August 18, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20130 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER10–1401–000; Docket No. 
EL10–76–000] 

California Independent System 
Operator Corporation; Green Energy 
Express LLC; 21st Century 
Transmission Holdings, LLC; Notice of 
Technical Conference 

August 3, 2010. 
By order dated July 26, 2010, in 

Docket No. ER10–1401–000, the Federal 
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1 Cal. Indep. Sys. Operator Corp., 132 
FERC¶ 61,067 (2010). 

Energy Regulatory Commission 
(Commission) directed staff to convene 
a technical conference regarding 
California Independent System Operator 
Corporation’s (CAISO) proposed 
Revised Transmission Planning Process 
(RTPP).1 Take notice that such 
conference will be held on August 24, 
2010 at the Commission’s headquarters 
at 888 First Street, Washington, DC 
20426, beginning at 9 a.m. (EDT) in the 
Commission Meeting Room. The 
technical conference will be led by 
Commission staff. Commissioners may 
attend the conference. 

The purpose of the technical 
conference is to discuss the issues 
raised by CAISO’s proposed revisions to 
its Open Access Transmission Tariff 
(Tariff) to implement its RTPP in Docket 
No. ER10–1401–000 and obtain 
additional information regarding 
CAISO’s proposal. Because CAISO’s 
RTPP filing presents issues that may be 
interrelated with the Petition for 
Declaratory Order filed by Green Energy 
Express LLC and 21st Century 
Transmission Holdings, LLC, in Docket 
No. EL10–76–000, parties are hereby 
notified that issues pending in Docket 
No. EL10–76–000 may be discussed at 
the technical conference. 

CAISO and the parties that choose to 
participate in the conference should be 
prepared to address the following 
topics, among others: 

• How the RTPP incorporates 
participation from all stakeholders, 
including the California Transmission 
Planning Group, and complies with the 
transmission planning principles of 
Order No. 890; 

• How the various categories of 
transmission projects will be defined 
and differentiated; 

• To what extent non-incumbent 
transmission developers can sponsor 
transmission projects identified in the 
RTPP and become participating 
transmission owners in the CAISO; 

• The selection criteria for projects in 
the various transmission categories, 
including which proposals have priority 
during the evaluation process; 

• How projects submitted during the 
2008/2009 Request Window will be 
processed, with respect to both the 
current Tariff and the proposed RTPP; 
and 

• The integration and coordination of 
RTPP studies with those done under the 
Large Generator Interconnection 
Process, and related assumptions, data, 
and planning criteria. 

A subsequent notice will be issued by 
the Commission providing an agenda of 
the conference. 

A free webcast of this event will be 
available through http://www.ferc.gov. 
Anyone with internet access who 
desires to listen to this event can do so 
by navigating http://www.ferc.gov’s 
Calendar of Events and locating this 
event in the calendar. The event will 
contain a link to its webcast. The 
Capitol Connection provides technical 
support for the webcasts and offers the 
option of listening to the meeting via 
phone-bridge for a fee. If you have any 
questions, visit http://www.
CapitolConnection.org or call 703–993– 
3100. 

FERC conferences are accessible 
under section 508 of the Rehabilitation 
Act of 1973. For accessibility 
accommodations please send an e-mail 
to accessibility@ferc.gov or call toll free 
1–866–208–3372 (voice) or 202–208– 
8659 (TTY); or send a Fax to 202–208– 
2106 with the required 
accommodations. 

All parties are permitted to attend. 
For more information on this 
conference, please contact Robert 
Petrocelli at Robert.Petrocelli@ferc.gov 
or (202) 502–8447, or Katie Detweiler at 
Katie.Detweiler@ferc.gov or (202) 502– 
6424. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20139 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EL10–81–000] 

Southern California Edison Company; 
Notice of Petition for Declaratory Order 

August 9, 2010. 
Take notice that on August 4, 2010, 

pursuant to section 207 of the Rules of 
Practice and Procedure of the Federal 
Energy Regulation Commission 
(Commission), 18 CFR 385.207(2010), 
Southern California Edison Company 
(SCE) filed a Petition for Declaratory 
Order for Incentive Rate Treatments, 
requesting the Commission to approve 
certain incentive rate treatments for the 
proposed Lugo-Pisgah Transmission and 
the Red Bluff Substation Projects, they 
are planning to construct that will 
facilitate the development of roughly 
2,450 MW of solar generation. In 
addition, SCE requests a declaration that 
the facilities will be network facilities 
eligible for rolled-in rate treatment. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. On or before the 
comment date, it is not necessary to 
serve motions to intervene or protests 
on persons other than the Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive email notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on September 3, 2010. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20138 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13760–000] 

Music Mountain Hydro, LLC; Notice of 
Preliminary Permit Application 
Accepted for Filing and Soliciting 
Comments, Motions To Intervene, and 
Competing Applications 

August 9, 2010. 
On May 18, 2010, Music Mountain 

Hydro, LLC filed an application for a 
preliminary permit, pursuant to section 
4(f) of the Federal Power Act, proposing 
to study the feasibility of the Music 
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Mountain Pumped Storage 
Hydroelectric Project, located in 
Mohave County, in the state of Arizona. 
The sole purpose of a preliminary 
permit, if issued, is to grant the permit 
holder priority to file a license 
application during the permit term. A 
preliminary permit does not authorize 
the permit holder to perform any land 
disturbing activities or otherwise enter 
upon lands or waters owned by others 
without the owners’ express permission. 

The proposed project would consist of 
the following developments: 

(1) Two artificial, lined reservoirs 
joined by approximately 10,430 feed of 
conduit; (2) an upper dam with a height 
of 160 ft and 1,848 ft length at crest; (3) 
a lower embankment with a height of 50 
ft and 6,336 ft at length of crest; (4) an 
upper reservoir having a surface area of 
112 acres and a storage capacity of 6,885 
acre-feet and maximum water surface 
elevation of 5,715 feet mean sea level; 
(5) a lower reservoir having a surface 
area of 69 acres and a storage capacity 
of 6,885 acre-feet and maximum water 
surface elevation of 4,940 feet mean sea 
level; (6) a proposed powerhouse 
containing three new pump/turbine 
generating units having an installed 
capacity of 350-megawatts; (7) 
dependent on the interconnection; a 
proposed 1-mile, single-circuit 500 
kilovolt transmission line, an 8.5 mile, 
single-circuit 500 kilovolt transmission 
line, or an 8.5 mile, single-circuit 345 
kilovolt transmission line. The proposed 
development would have an average 
annual generation of 1,073,100 
megawatt-hours. 

Applicant Contact: Matthew Shapiro, 
CEO, Music Mountain Hydro LLC, 1210 
W. Franklin St., Ste. 2, Boise, ID 83702; 
phone: (208) 246–9925. 

FERC Contact: Mary Greene, 202– 
502–8865. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site (http://
www.ferc.gov/docs-filing/ferconline.asp) 
under the ‘‘eFiling’’ link. For a simpler 
method of submitting text only 
comments, click on ‘‘Quick Comment.’’ 
For assistance, please contact FERC 
Online Support at 
FERCOnlineSupport@ferc.gov; call toll- 
free at (866) 208–3676; or, for TTY, 
contact (202) 502–8659. Although the 
Commission strongly encourages 
electronic filing, documents may also be 

paper-filed. To paper-file, mail an 
original and eight copies to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. 

More information about this project, 
including a copy of the application, can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at 
http://www.ferc.gov/docs-filing/elibrary.
asp. Enter the docket number (P–13760) 
in the docket number field to access the 
document. For assistance, contact FERC 
Online Support. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2010–20142 Filed 8–13–10; 8:45 am] 

BILLING CODE 6717–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–9190–2] 

Stakeholder Meeting Regarding Re- 
Evaluation of Currently Approved Total 
Coliform Analytical Methods 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: The Environmental Protection 
Agency (EPA or Agency) is hosting three 
public Web conferences during which 
the Agency will have a technical 
dialogue with stakeholders regarding re- 
evaluation of currently approved Total 
Coliform Rule (TCR) analytical methods. 
At these meetings, stakeholders will be 
given an opportunity to discuss 
potential elements of a method re- 
evaluation study, such as developing a 
reference coliform/non-coliform library 
for use in evaluation of method 
performance, setting method 
performance acceptance criteria, and/or 
revising the Alternate Test Protocol 
(ATP). These meetings are follow-up to 
the public stakeholder meeting held on 
May 11–12, 2010. The proposed Revised 
Total Coliform Rule (RTCR) was 
published in the Federal Register on 
July 14, 2010. 
DATES: The first public Web conference 
will be held on Wednesday, September 
8, 2010, (10 a.m. to 3 p.m., Eastern Time 
(ET). To register and receive the call-in 
information and meeting agenda for the 
September 8th Web conference, 
attendees should contact Cesar Cordero 
at 202–564–3716 or by e-mail to 
cordero.cesar@epa.gov no later than 
September 1, 2010. The second and 
third of these Web conference calls will 
be held on October 5, and November 4, 
2010 (10 a.m. to 3 p.m., ET). To register 
and receive call-in information and 

meeting agendas for the October 5 and 
November 4 meetings, participants 
should contact Cesar Cordero no later 
than September 29 and October 27, 
respectively. 

FOR FURTHER INFORMATION CONTACT: 
Participants should contact Cesar 
Cordero at 202–564–3716 or by e-mail to 
cordero.cesar@epa.gov for general 
inquiries about this meeting and 
teleconference information. Participants 
should contact Sandhya Parshionikar at 
513–569–7123 or by e-mail to 
parshionikar.sandhya@epa.gov for 
technical information. 
SUPPLEMENTARY INFORMATION: Special 
Accommodations: Please contact Cesar 
Cordero at (202) 564–3716 or by e-mail 
to cordero.cesar@epa.gov for 
information on access or special 
accommodations for individuals with 
disabilities. Please contact Mr. Cordero 
at least 10 days prior to the meeting to 
give EPA time to address your request. 

Dated:August 10, 2010. 
Sheila E. Frace, 
Acting Director, Office of Ground Water and 
Drinking Water. 
[FR Doc. 2010–20178 Filed 8–13–10; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL9189–6] 

National Environmental Justice 
Advisory Council Notification of Public 
Teleconference and Public Comment 

AGENCY: Environmental Protection 
Agency. 
ACTION: Notification of public 
teleconference and public comment. 

SUMMARY: Pursuant to the Federal 
Advisory Committee Act (FACA), Public 
Law 92–463, the U.S. Environmental 
Protection Agency (EPA) hereby 
provides notice that the National 
Environmental Justice Advisory Council 
(NEJAC) will host a public 
teleconference meeting on Thursday, 
August 26, 2010, starting at 1 p.m. 
Eastern Time. The primary topic of 
discussion will be EPA’s charge to the 
NEJAC on incorporating environmental 
justice concerns into permits under 
Federal environmental laws, and EPA’s 
draft Plan EJ 2014. This NEJAC National 
Public Teleconference meeting is open 
to the public. There will be a public 
comment period beginning at 3:30 p.m. 
until 4 p.m. Eastern Time. Members of 
the public are encouraged to provide 
comments relevant to the topics of the 
meeting. 
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For additional information about 
registering to attend the meeting or to 
provide public comment, please see 
SUPPLEMENTARY INFORMATION. Due to a 
limited number of telephone lines, 
attendance will be on a first-come, first- 
serve basis. There is no fee to attend, but 
pre-registration is required. Registration 
for the teleconference meeting closes 
August 23, 2010. The deadline to sign- 
up for public comment, or to submit 
written public comments, is also August 
23. 
DATES: The NEJAC teleconference 
meeting on August 26, 2010, will begin 
promptly at 1 p.m. Eastern Time. 
FOR FURTHER INFORMATION CONTACT: To 
register via E-mail: Send an e-mail to 
NEJACAugust2010meeting@Always
PursuingExcellence.com with ‘‘Register 
for the August NEJAC Teleconference’’ 
in the subject line. Please provide your 
name, organization, city and state, e- 
mail address, and telephone number for 
future follow-up. To register by Phone 
or Fax: Send a fax (please print), or 
leave a voice message, with your name, 
organization, city and state, e-mail, and 
telephone number to 877–773–0779. 
Please remember to specify which 
meeting you are registering to attend 
(e.g. NEJAC–August meeting). Please 
also state whether you would like to be 
put on the list to provide public 
comment, and whether you are 
submitting written comments before the 
August 23rd deadline. Non-English 
speaking attendees wishing to arrange 
for a foreign language interpreter also 
may make appropriate arrangements 
using these numbers. 

Questions or correspondence 
concerning the teleconference meeting 
should be directed to Mr. Aaron Bell, 
U.S. Environmental Protection Agency, 
at 1200 Pennsylvania Avenue, NW., 
(MC2201A), Washington, DC 20460; by 
telephone at (202) 564–1044, via e-mail 
at Bell.Aaron@epa.gov; or by fax at (202) 
564–1624. Additional information about 
the NEJAC and upcoming meetings is 
available on the following Web site: 
http://www.epa.gov/
environmentaljustice/nejac/
meetings.html. 

SUPPLEMENTARY INFORMATION: The 
Charter of the NEJAC states that the 
advisory committee shall provide 
independent advice to the 
Administrator on areas that may 
include, among other things, ‘‘advice 
about broad, cross-cutting issues related 
to environmental justice, including 
environment-related strategic, scientific, 
technological, regulatory, and economic 
issues related to environmental justice.’’ 

A. Public Comment: Members of the 
public who wish to attend the August 
26, 2010 teleconference meeting or to 
provide public comment must pre- 
register by 11 a.m. Eastern Time, 
Monday, August 23rd. Individuals or 
groups making remarks during the 
public comment period will be limited 
to a total time of five minutes. Only one 
representative of a community, 
organization, or group will be allowed 
to speak. Written comments also can be 
submitted for the record. The suggested 
format for individuals providing public 
comments is as follows: Name of 
Speaker, Name of Organization/ 
Community/E-mail, a brief description 
of the concern, and what you want the 
NEJAC to advise EPA to do. Written 
comments received by 11 a.m. Eastern 
Time, Monday, August 23, 2010, will be 
included in the materials distributed to 
the members of the NEJAC. Written 
comments received after that time will 
be provided to the NEJAC as time 
allows. All written comments should be 
sent to EPA’s support contractor, APEX 
Direct, Inc., via e-mail or fax as listed in 
the FOR FURTHER INFORMATION CONTACT 
section above. 

B. Information about Services for 
Individuals with Disabilities: For 
information about access or services for 
individuals with disabilities, please 
contact Ms. Estela Rosas, EPA 
Contractor, APEX Direct, Inc., at 877– 
773–0779 or via e-mail at 
NEJACAugust2010meeting@Always
PursuingExcellence.com. To request 
special accommodations for a disability, 
please contact Ms. Rosas, at least 5 days 
prior to the meeting, to give EPA 
sufficient time to process your request. 
All requests should be sent to the 
address, e-mail, or FAX number listed 
in the ‘‘FOR FURTHER INFORMATION 
CONTACT’’ section above. 

Dated: August 10, 2010. 
Victoria Robinson, 
Designated Federal Officer, National 
Environmental Justice Advisory Council. 
[FR Doc. 2010–20185 Filed 8–13–10; 8:45 am] 

BILLING CODE 6560–50–P 

FEDERAL ELECTION COMMISSION 

[Notice 2010—16] 

Filing Dates for the Illinois Senate 
Special Election 

AGENCY: Federal Election Commission. 
ACTION: Notice of filing dates for special 
election. 

SUMMARY: Illinois has scheduled a 
Special General Election on November 

2, 2010, to fill the remainder of 
President Obama’s original U.S. Senate 
term, which expires on January 3, 2011. 

Committees required to file reports in 
connection with the Special General 
Election on November 2, 2010, shall file 
a 12-day Pre-General Report, and a 30- 
day Post-General Report. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Kevin R. Salley, Information Division, 
999 E Street, NW., Washington, DC 
20463; Telephone: (202) 694–1100; Toll 
Free (800) 424–9530. 
SUPPLEMENTARY INFORMATION: 

Principal Campaign Committees 

All principal campaign committees of 
candidates who participate in the 
Illinois Special General Election shall 
file a 12-day Pre-General Report on 
October 21, 2010, and a 30-day Post- 
General Report on December 2, 2010. 
(See chart below for the closing date for 
each report). 

Note that these reports are in addition 
to the campaign committee’s quarterly 
filings. 

Unauthorized Committees (PACs and 
Party Committees) 

Political committees filing on a 
quarterly basis in 2010 are subject to 
special election reporting if they make 
previously undisclosed contributions or 
expenditures in connection with the 
Illinois Special General Election by the 
close of books for the applicable 
report(s). (See chart below for the 
closing date for each report). 

Committees filing monthly that make 
contributions or expenditures in 
connection with the Illinois Special 
General Election will continue to file 
according to the monthly reporting 
schedule. 

Additional disclosure information in 
connection with the Illinois Special 
Election may be found on the FEC Web 
site at http://www.fec.gov/info/ 
report_dates_2010.shtml. 

Disclosure of Lobbyist Bundling 
Activity 

Campaign committees, party 
committees and Leadership PACs that 
are otherwise required to file reports in 
connection with the special election 
must simultaneously file FEC Form 3L 
if they receive two or more bundled 
contributions from lobbyists/registrants 
or lobbyist/registrant PACs that 
aggregate in excess of $16,000 during 
the special election reporting periods 
(see charts below for closing date of 
each period). 11 CFR 104.22(a)(5)(v). 

Committees involved in the special 
general (11/02/10) must file: 
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1 The reporting period always begins the day after 
the closing date of the last report filed. If the 
committee is new and has not previously filed a 
report, the first report must cover all activity that 
occurred before the committee registered as a 
political committee with the Commission up 
through the close of books for the first report due. 

CALENDAR OF REPORTING DATES FOR ILLINOIS SPECIAL ELECTION 

Report Close of 
books1 

Reg./cert. and 
overnight mail-

ing deadline 
Filing deadline 

Pre-General ................................................................................................................................. 10/13/10 10/18/10 10/21/10 
Post-General ................................................................................................................................ 11/22/10 12/02/10 12/02/10 
Year-End ...................................................................................................................................... 12/31/10 01/31/11 01/31/11 

Dated: August 10, 2010. 
On behalf of the Commission, 

Cynthia L. Bauerly, 
Vice Chair, Federal Election Commission. 
[FR Doc. 2010–20229 Filed 8–13–10; 8:45 am] 

BILLING CODE 6715–01–P 

FEDERAL HOUSING FINANCE 
AGENCY 

[No. 2010–N–11] 

Private Transfer Fee Covenants 

AGENCY: Federal Housing Finance 
Agency. 
ACTION: Notice of proposed guidance; 
request for comments. 

SUMMARY: The Federal Housing Finance 
Agency (FHFA) is proposing to issue a 
Guidance, ‘‘Guidance on Private 
Transfer Fee Covenants,’’ to the Federal 
National Mortgage Association (Fannie 
Mae), the Federal Home Loan Mortgage 
Corporation (Freddie Mac) (collectively, 
the Enterprises), and the Federal Home 
Loan Banks (the Banks) that the entities 
it regulates should not deal in mortgages 
on properties encumbered by private 
transfer fee covenants. Such covenants 
appear adverse to liquidity, affordability 
and stability in the housing finance 
market and to financially safe and 
sound investments. This proposed 
Guidance would extend to mortgages 
and securities held by the Banks as 
investments or as collateral for advances 
and to mortgages and securities held or 
guaranteed by the Enterprises. 
DATES: Interested persons may submit 
comments on or before October 15, 
2010. 

Comments: Submit comments to 
FHFA using any one of the following 
methods: 

• E-mail: regcomments@fhfa.gov. 
Please include ‘‘Guidance on Private 
Transfer Fee Covenants, (No. 2010–N– 
11)’’ in the subject line of the message. 

• Mail/Hand Delivery: Alfred M. 
Pollard, General Counsel, Federal 
Housing Finance Agency, Fourth Floor, 
1700 G Street, NW., Washington, DC 
20552, Attention: Public Comments 
‘‘Guidance on Private Transfer Fee 
Covenants, (No. 2010–N–11)’’. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 
FOR FURTHER INFORMATION CONTACT: 
Peggy K. Balsawer, Assistant General 
Counsel, (202) 343–1529 (not a toll-free 
number), Federal Housing Finance 
Agency, Office of General Counsel, 
Fourth Floor, 1700 G Street, NW., 
Washington, DC 20552. The telephone 
number for the Telecommunications 
Device for the Deaf is (800) 877–8339. 
SUPPLEMENTARY INFORMATION: 

I. Comments 
FHFA invites comment on all aspects 

of the proposed guidance, including 
comments on which actions by FHFA 
would be most appropriate to address 
the concerns posed by private transfer 
fees. The comment period will end on 
October 15, 2010. Copies of all 
comments will be posted on FHFA’s 
Internet Web site at http://www.fhfa.gov. 
In addition, copies of all comments 
received will be available for 
examination by the public on business 
days between the hours of 10 a.m. and 
3 p.m., at the Federal Housing Finance 
Agency, Fourth Floor, 1700 G Street, 
NW., Washington, DC 20552. To make 
an appointment to inspect comments, 
please call the Office of General Counsel 
at (202) 414–6924. 

II. Background 

Establishment of FHFA 
FHFA is an independent agency of the 

Federal Government and was 
established by the Housing and 
Economic Recovery Act of 2008 (HERA), 
Public Law 110–289, 122 Stat. 2654 to 
regulate and oversee the Enterprises and 
the Banks (collectively, the regulated 
entities). HERA amended the Federal 
Housing Enterprises Financial Safety 
and Soundness Act of 1992 (12 U.S.C. 
4501 et seq.) (Safety and Soundness Act) 
and the Federal Home Loan Bank Act 
(12 U.S.C. 1421 through 1449) to 
enhance the authorities and 

responsibilities of the new agency. 
FHFA’s regulatory mission is to ensure, 
among other things, that each of the 
regulated entities ‘‘operates in a safe and 
sound manner’’ and that their 
‘‘operations and activities * * * foster 
liquid, efficient, competitive, and 
resilient national housing finance 
markets.’’ (12 U.S.C. 4513(a)(1)(B).) 

III. Federal Housing Finance Agency 
Guidance 

A private transfer fee covenant is 
attached to real property by the owner 
or another private party, frequently, the 
property developer, and provides for a 
transfer fee to be paid to an identified 
third party (such as the developer or its 
trustee) upon each resale of the 
property. The fee typically is stated as 
a percentage, such as one percent of the 
property’s sales price and often survives 
for a period of ninety-nine (99) years. 

FHFA has expressed concerns about 
private transfer fees in congressional 
testimony and in other public 
statements. FHFA is publishing this 
Notice in order to receive public 
comment on this proposed draft 
Guidance. 

Promoters of private transfer fees and 
their possible securitization argue that 
such fees are beneficial when used to 
fund project developments or to 
enhance community investments 
through homeowners associations or 
through affordable housing groups, 
environmental groups, or other 
charitable organizations. 

FHFA is concerned that such fees are 
used to fund purely private continuous 
streams of income for select market 
participants either directly or through 
securitized investment vehicles. 
Further, it is unclear that the fees, even 
if dedicated to homeowners 
associations, are proportional or related 
to the purposes for which the fees were 
to be collected. FHFA’s draft Guidance 
is based on the view that investments in 
mortgages on properties with private 
transfer fee covenants and securities 
designed to generate income from the 
fees are not acceptable for the regulated 
entities. FHFA’s draft Guidance does 
not distinguish between private transfer 
fee covenants which purport to render 
a benefit to the affected property and 
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those which accrue value only to 
unrelated third parties. 

Encumbering housing transactions 
with fees that may not be properly 
disclosed and that may limit the 
alienation of property means that such 
fees may impede the marketability and 
the valuation of properties and 
adversely affect the liquidity of 
securities backed by mortgages so 
encumbered. FHFA is concerned that 
such consequences will have a 
particularly detrimental effect on still 
fragile housing markets. FHFA’s 
position is also influenced by 
considerations of consumer protection 
where disclosures may be insufficient 
and add costs not fully understood by 
consumers. 

FHFA recognizes that there is a range 
of actions it can take, including to 
require the regulated entities to report 
on the extent of their exposure to 
private transfer fee covenant 
investments, change seller/servicer 
guides to identify restrictions on the 
purchase of encumbered mortgages, 
create and enforce additional 
representations and warranties against 
encumbered mortgages, or to prohibit 
the purchase or investment in the 
mortgages or the revenue generated by 
the fees. 

FHFA’s draft Guidance directs that 
the Enterprises should not purchase or 
invest in mortgages encumbered by 
private transfer fee covenants or 
securities backed by private transfer fee 
revenue, as such investments would be 
unsafe and unsound practices and 
contrary to the public missions of the 
Enterprises and the Banks. Likewise, the 
draft Guidance would direct that the 
Banks should not purchase or invest in 
such mortgages or securities or hold 
such mortgages as collateral for 
advances. 

IV. Proposed Guidance 

The proposed draft Guidance follows: 

Federal Housing Finance Agency 

Guidance on Private Transfer Fee 
Covenants 

Issuance Date: August XX, 2010 

I. Introduction 

The Federal Housing Finance Agency 
(FHFA) is an independent agency of the 
Federal Government and was 
established by the Housing and 
Economic Recovery Act of 2008 (HERA), 
Public Law 110–289, 122 Stat. 2654 
(2008) to regulate and oversee the 
Federal National Mortgage Association 
(Fannie Mae), the Federal Home Loan 
Mortgage Corporation (Freddie Mac) 
(collectively, the Enterprises), and the 

Federal Home Loan Banks (collectively, 
the Banks). HERA amended the Federal 
Housing Enterprises Financial Safety 
and Soundness Act of 1992 (12 U.S.C. 
4501 et seq.) and the Federal Home 
Loan Bank Act (12 U.S.C. 1421 through 
1449) to enhance the authorities and 
responsibilities of the new agency. 

The respective federal charters of the 
Enterprises reflect their public mission 
to ‘‘provide stability in the secondary 
market for residential mortgages,’’ 
‘‘respond appropriately to the private 
capital market,’’ ‘‘provide ongoing 
assistance to the secondary market for 
residential mortgages * * *, ’’ and 
‘‘promote access to mortgage credit 
throughout the Nation * * *’’ (see 
section 301 of the Fannie Mae Charter 
Act and section 301(b) of the Freddie 
Mac Corporation Act.) FHFA’s 
regulatory mission is to ensure, among 
other things, that each regulated entity 
it supervises ‘‘operates in a safe and 
sound manner’’ and that their 
‘‘operations and activities * * * foster 
liquid, efficient, competitive, and 
resilient national housing finance 
markets.’’ (12 U.S.C. 4513(a)(1)(B)). 

II. Private Transfer Fees 
A private transfer fee covenant is 

attached to real property by the owner 
or another private party (frequently, the 
property developer) and requires a 
transfer fee payment to an identified 
third party, such as the property 
developer or its trustee, a homeowners 
association, an affordable housing group 
or another community or non-profit 
organization, upon each resale of the 
property. The fee typically is stated as 
a percentage (e.g., 1 percent) of the 
property’s sales price and often survives 
for a period of ninety-nine (99) years. 

Some states have legislated against 
private transfer fee covenants in all 
circumstances. Other states permit them 
only when they benefit a homeowners 
association or community organization 
or when they have been adequately 
disclosed. Still other states have no 
position on such covenants. 

Proponents of private transfer fees 
argue that these fees have positive 
effects when the proceeds offset initial 
infrastructure improvements or to fund 
new improvements to existing 
communities. Further, they argue that 
payments at the time of a resale are 
intended to reimburse the developers or 
investors for their initial outlays. At the 
same time, opponents argue that these 
community goals can be achieved 
through more transparent and equitably 
distributed assessments on all 
commonly affected property owners. 
Many covenants are not intended for 
purely community purposes and, 

instead, create purely private 
continuous streams of income for select 
market participants either directly or 
through securitized investment vehicles. 

III. FHFA Guidance to the Enterprises 
and the Banks 

FHFA has found that the typical one 
percent fee at the time of resale is 
neither a minimal nor a reasonable 
amount; further, such fees may be in 
excess of one percent. Such fees 
increase by a meaningful amount the 
seller’s and potentially the buyer’s 
burden at the time of a property sale. 
Expanded use of private transfer fee 
covenants poses serious risks to the 
stability and liquidity of the housing 
finance markets. 

Further, FHFA has concerns that 
private transfer fee covenants, regardless 
of their purposes, may: 

• Increase the costs of 
homeownership, thereby hampering the 
affordability of housing and reducing 
liquidity in both primary and secondary 
mortgage markets; 

• Limit property transfers or render 
them legally uncertain, thereby 
deterring a liquid and efficient housing 
market; 

• Detract from the stability of the 
secondary mortgage market, particularly 
if such fees will be securitized; 

• Expose lenders, title companies and 
secondary market participants to risks 
from unknown potential liens and title 
defects; 

• Contribute to reduced transparency 
for consumers because they often are 
not disclosed by sellers and are difficult 
to discover through customary title 
searches, particularly by successive 
purchasers; 

• Represent dramatic, last-minute, 
non-financeable out-of-pocket costs for 
consumers and can deprive subsequent 
homeowners of equity value; and, 

• Complicate residential real estate 
transactions and introduce confusion 
and uncertainty for home buyers. 

The risks and uncertainties for the 
housing finance market that are 
represented by the use of private 
transfer fee covenants are not 
counterbalanced by sufficient positive 
effects. To the extent that private 
transfer fee covenants benefit unrelated 
third parties, one cannot claim that a 
service or value is rendered to the 
relevant property owner or community. 
Even where such fees are payable to a 
homeowners association, unlike more 
typical annual assessments they are 
likely to be unrelated to the value 
rendered, and at times may apply even 
if the property’s value has significantly 
diminished since the time the covenant 
was imposed. 
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FHFA regards such purchases as 
inconsistent with the Enterprises’ public 
missions to promote liquid, efficient 
and stable housing finance markets. 
FHFA does not consider mortgages 
encumbered by private transfer fee 
covenants to be prudent or safe or sound 
investments for the Enterprises or the 
Banks. Consequently, Fannie Mae and 
Freddie Mac should not purchase or 
invest in any mortgages encumbered by 
private transfer fee covenants or 
securities backed by such mortgages. 
The Banks should not purchase or 
invest in such mortgages or securities or 
hold them as collateral for advances. 

Dated: August 10, 2010. 
Stephen Cross, 
Deputy Director of the Division of Federal 
Home Loan Bank Regulation, by Delegation, 
Federal Housing Finance Agency. 
[FR Doc. 2010–20108 Filed 8–13–10; 8:45 am] 

BILLING CODE 8070–01–P 

FEDERAL RESERVE SYSTEM 

Change in Bank Control Notices; 
Acquisition of Shares of Bank or Bank 
Holding Companies 

The notificants listed below have 
applied under the Change in Bank 
Control Act (12 U.S.C. 1817(j)) and 
§ 225.41 of the Board’s Regulation Y (12 
CFR 225.41) to acquire a bank or bank 
holding company. The factors that are 
considered in acting on the notices are 
set forth in paragraph 7 of the Act (12 
U.S.C. 1817(j)(7)). 

The notices are available for 
immediate inspection at the Federal 
Reserve Bank indicated. The notices 
also will be available for inspection at 
the office of the Board of Governors. 
Interested persons may express their 
views in writing to the Reserve Bank 
indicated for that notice or to the offices 
of the Board of Governors. Comments 
must be received not later than August 
31, 2010. 

A. Federal Reserve Bank of Cleveland 
(Nadine Wallman, Vice President) 1455 
East Sixth Street, Cleveland, Ohio 
44101–2566: 

1. WVS Financial Corp. Employee 
Stock Ownerhsip Plan, and Jonathan D. 
Hoover, sole trustee, both of Pittsburgh, 
Pennsylvania; to retain and acquire 
additional voting shares of WVS 

Financial Corp., and thereby indirectly 
retain and acquire additional voting 
shares of West View Savings Bank, both 
of Pittsburgh, Pennsylvania. 

Board of Governors of the Federal Reserve 
System, August 11, 2010. 
Jennifer J. Johnson, 
Secretary of the Board. 
[FR Doc. 2010–20157 Filed 8–13–10; 8:45 am] 

BILLING CODE 6210–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0990–New; 60-day 
Notice] 

Notice of Request for Public 
Comments 

AGENCY: Office of the National 
Coordinator for Health Information 
Technology (ONC), Office of the 
Secretary, Department of Health and 
Human Services. 

Agency Information Collection Request: 
60–Day Public Comment Request 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Office of the Secretary (OS), Department 
of Health and Human Services, is 
publishing the following summary of a 
proposed information collection request 
for public comment. Interested persons 
are invited to send comments regarding 
this burden estimate or any other aspect 
of this collection of information, 
including any of the following subjects: 
(1) The necessity and utility of the 
proposed information collection for the 
proper performance of the agency’s 
functions; (2) the accuracy of the 
estimated burden; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) the 
use of automated collection techniques 
or other forms of information 
technology to minimize the information 
collection burden. 

To obtain copies of the supporting 
statement and any related forms for the 
proposed paperwork collections 
referenced above, e-mail your request, 
including your address, phone number, 
OMB number, and OS document 
identifier, to 
Sherette.funncoleman@hhs.gov, or call 

the Reports Clearance Office at (202) 
690–6162. Written comments and 
recommendations for the proposed 
information collections must be directed 
to the OS Paperwork Clearance Officer 
at the above e-mail address within 60 
days. 

Proposed Information Collection: 
ONC Temporary Certification Program’s 
Application, Reporting and Records 
Requirements—OMB No. 0990–NEW- 
Office of the National Coordinator for 
Health Information Technology. 

Abstract: The Office of the National 
Coordinator for Health Information 
Technology (ONC) received emergency 
approval from OMB under section 
3507(j) of the Paperwork Reduction Act 
(PRA) for this collection of information 
on June 14, 2010 (OMB No. 0990–0358). 
This emergency approval expires on 
December 31, 2010. Accordingly, ONC 
seeks public comment and OMB’s 
approval for this collection of 
information under section 3504(h) of the 
PRA. 

In a notice of proposed rulemaking 
implementing section 3001(c)(5) of the 
Public Health Service Act, ONC 
proposed to establish two certification 
programs, a temporary certification 
program and a permanent certification 
program. On June 24, 2010, a final rule 
was published that established the 
temporary certification program 
(‘‘Establishment of the Temporary 
Certification Program for Health 
Information Technology,’’ 75 FR 36158) 
(Temporary Certification Program final 
rule). 

The temporary certification program, 
which is anticipated to sunset on 
December 31, 2011, requires: applicants 
that wish to become ONC–Authorized 
Testing and Certification Bodies (ONC– 
ATCBs) to respond to and submit an 
application; collection and reporting 
requirements for ONC–ATCBs, and 
requirements for ONC–ATCBs to retain 
records of tests and certifications and 
disclose the final results of all 
completed tests and certifications (i.e., 
provide copies of all completed tests 
and certifications) to ONC at the 
conclusion of testing and certification 
activities under the temporary 
certification program. 

Estimated Annualized Burden Hours 

APPLICATION FOR ONC–ATCB STATUS UNDER THE TEMPORARY CERTIFICATION PROGRAM 

Type of respondent Form name Number of 
respondents 

Number of re-
sponses per 
respondent 

Burden hours 
per response 

Total burden 
hours 

Conformant Applicant ....................... ONC–ATCB ......................................
Application ........................................

3 1 4.5 13.5 
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APPLICATION FOR ONC–ATCB STATUS UNDER THE TEMPORARY CERTIFICATION PROGRAM—Continued 

Type of respondent Form name Number of 
respondents 

Number of re-
sponses per 
respondent 

Burden hours 
per response 

Total burden 
hours 

Partially Conformant Applicant ......... ONC–ATCB ......................................
Application ........................................

2 1 400.5 801 

Total ........................................... ........................................................... ........................ ........................ ........................ 814.5 

ONC–ATCB COLLECTION AND REPORTING OF INFORMATION RELATED TO COMPLETE EHR AND/OR EHR MODULE 
CERTIFICATIONS 

Type of respondent Number of 
respondents 

Number of re-
sponses per 
respondent 

Average bur-
den hours per 

response 

Total burden 
hours 

ONC–ATCB Testing and Certification Results ................................................ 5 52 1 260 

ONC–ATCB RETENTION OF TESTING AND CERTIFICATION RECORDS AND THE SUBMISSION OF COPIES OF RECORDS TO 
ONC 

Type of respondent Number of 
respondents 

Number of re-
sponses per 
respondent 

Average bur-
den hours per 

response 

Total burden 
hours 

ONC–ATCB Testing and Certification Records ............................................... 5 1 8 40 

Seleda Perryman, 
Office of the Secretary, Paperwork Reduction 
Act Clearance Officer. 
[FR Doc. 2010–20123 Filed 8–13–10; 8:45 am] 

BILLING CODE 4150–45–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0990–New; 30-day 
notice] 

Notice of Request for Public Comment 

AGENCY: Office of the Secretary, HHS. 

Agency Information Collection Request: 
30-Day Public Comment Request 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Office of the Secretary (OS), Department 
of Health and Human Services, is 
publishing the following summary of a 
proposed collection for public 
comment. Interested persons are invited 
to send comments regarding this burden 
estimate or any other aspect of this 
collection of information, including any 
of the following subjects: (1) The 

necessity and utility of the proposed 
information collection for the proper 
performance of the agency’s functions; 
(2) the accuracy of the estimated 
burden; (3) ways to enhance the quality, 
utility, and clarity of the information to 
be collected; and (4) the use of 
automated collection techniques or 
other forms of information technology to 
minimize the information collection 
burden. 

To obtain copies of the supporting 
statement and any related forms for the 
proposed paperwork collections 
referenced above, e-mail your request, 
including your address, phone number, 
OMB number, and OS document 
identifier, to 
Sherette.funncoleman@hhs.gov, or call 
the Reports Clearance Office on (202) 
690–5683. Send written comments and 
recommendations for the proposed 
information collections within 30 days 
of this notice directly to the OS OMB 
Desk Officer; faxed to OMB at 202–395– 
5806. 

Proposed Project—Whistleblowers 
Study—OMB No. 0990—New–Office of 
Research Integrity (ORI). 

Abstract: The Office of Research 
Integrity (ORI) proposes to do a study to 
determine what questions 
whistleblowers want answered from 
Research Integrity Officer (RIOs) when 
deciding to file an allegation of research 
misconduct. 

To guide RIOs to be well-prepared to 
provide answers to the kinds of 
questions that complainants 
(whistleblowers) and potential 
complainants ask RIOs at different 
stages of the research misconduct 
allegation resolution process is critical 
to the smooth and effective conduct of 
that process. Complainants and 
potential complainants need to know 
what is in store for them during the 
process employed by the institution to 
resolve allegations of research 
misconduct. They need to know the 
steps involved in the process, the 
support available to them, and the 
safeguards afforded them against 
retaliation. This study will seek to 
obtain information from RIOs 
concerning the questions complainants 
have and when they arise, as well as 
what responses RIOs provide when they 
do. 

ESTIMATED ANNUALIZED BURDEN TABLE 

Forms Type of respondent Number of 
respondents 

Number of 
responses per 

respondent 

Average burden 
hours per 
response 

Total burden 
hours 

Interview About Questions Asked By Complain-
ants and Potential Complainants.

Research Integrity Officers (RIOs) from Institu-
tions with Research Misconduct Allegation 
or Investigation in Past 5 Years.

100 1 45/60 75 
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Seleda Perryman, 
Office of the Secretary, 

Paperwork Reduction Act Clearance 
Officer. 
[FR Doc. 2010–20126 Filed 8–13–10; 8:45 am] 

BILLING CODE 4150–31–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0990–0243; 60- 
day Notice] 

Notice of Request for Public Comment 

AGENCY: Office of the Secretary, HHS. 

Agency Information Collection Request: 
60-Day Public Comment Request. 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Office of the Secretary (OS), Department 
of Health and Human Services, is 
publishing the following summary of a 
proposed information collection request 
for public comment. Interested persons 
are invited to send comments regarding 
this burden estimate or any other aspect 
of this collection of information, 

including any of the following subjects: 
(1) The necessity and utility of the 
proposed information collection for the 
proper performance of the agency’s 
functions; (2) the accuracy of the 
estimated burden; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) the 
use of automated collection techniques 
or other forms of information 
technology to minimize the information 
collection burden. To obtain copies of 
the supporting statement and any 
related forms for the proposed 
paperwork collections referenced above, 
e-mail your request, including your 
address, phone number, OMB number, 
and OS document identifier, to 
Sherette.funncoleman@hhs.gov, or call 
the Reports Clearance Office on (202) 
690–6162. Written comments and 
recommendations for the proposed 
information collections must be directed 
to the OS Paperwork Clearance Officer 
at the above e-mail address within 60- 
days. 

Proposed Project: The Civil Rights 
Information Request Form—OMB No. 
0990–0243- Extension-Office for Civil 
Rights. 

Abstract: The Office of Civil Rights is 
requesting a 3 year extension of the 
Civil Rights Information Request Form 
is for a 3 year extension. The Civil 
Rights Information Request Form is 
designed to collect data from health care 
providers who have requested 
certification to participate in the 
Medicare Part A program. As part of the 
Medicare certification process, health 
care facilities must receive a civil rights 
clearance from the Office for Civil 
Rights (OCR). OCR uses the information 
to determine compliance with civil 
rights statutes and regulations. The civil 
rights information is requested only 
when a health care provider applies for 
Medicare Part A certification; it is not 
necessary on a regular yearly basis. 
Entities that are affected by the Civil 
Rights Information Request Form are: 
health care providers applying for 
Medicare certification, and individuals 
who, as a result of civil rights 
clearances, should be granted equal 
access to quality health care, regardless 
of race, color, national origin, disability, 
and age. 

ESTIMATED ANNUALIZED BURDEN TABLE 

Forms Type of 
respondent 

Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden (in 
hours) per 
response 

Total burden 
hours 

Medicare Certification .......................................................... Health care 
providers 

2900 1 8 23,200 

Seleda Perryman, 
Office of the Secretary, Paperwork Reduction 
Act Clearance Officer. 
[FR Doc. 2010–20143 Filed 8–13–10; 8:45 am] 

BILLING CODE 4153–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0990–0221; 60- 
day notice] 

Notice of Request for Public Comment 

AGENCY: Office of the Secretary, HHS. 

Agency Information Collection 
Activities: Proposed Collection; 
Comment Request 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Office of the Secretary (OS), Department 
of Health and Human Services, is 
publishing the following summary of a 
proposed information collection request 
for public comment. Interested persons 
are invited to send comments regarding 

this burden estimate or any other aspect 
of this collection of information, 
including any of the following subjects: 
(1) The necessity and utility of the 
proposed information collection for the 
proper performance of the agency’s 
functions; (2) the accuracy of the 
estimated burden; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) the 
use of automated collection techniques 
or other forms of information 
technology to minimize the information 
collection burden. 

To obtain copies of the supporting 
statement and any related forms for the 
proposed paperwork collections 
referenced above, e-mail your request, 
including your address, phone number, 
OMB number, and OS document 
identifier, to 
Sherette.funncoleman@hhs.gov, or call 
the Reports Clearance Office on (202) 
690–6162. Written comments and 
recommendations for the proposed 
information collections must be directed 
to the OS Paperwork Clearance Officer 

at the above e-mail address within 60- 
days. 

Proposed Project: Family Planning 
Annual Report: Forms and Instructions– 
OMB No. 0990–0221—Extension— 
Office of Population Affairs—Title X 
Family Planning Program. 

Abstract: This request is for a 3-year 
approval of the Family Planning Annual 
Report: Forms and Instructions (FPAR). 
This is an annual reporting requirement 
for family planning service delivery 
projects authorized and funded under 
the Population Research and Voluntary 
Family Planning Programs (Section 
1001 Title X of the Public Health 
Service Act, 42 U.S.C. 300). The FPAR 
is the only source of annual, uniform 
reporting by all Title X family planning 
service grantees, which include public 
and private non-profit public health 
agencies. OPA uses FPAR data to 
monitor compliance with statutory 
requirements, to comply with 
accountability and performance 
requirements for GPRA and HHS plans, 
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and to guide program planning and 
evaluation. 

ESTIMATED ANNUALIZED BURDEN TABLE 

Forms Type of 
respondent 

Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden (in 
hours) per 
response 

Total burden 
hours 

FPAR: Forms and Instructions ............................................ Title X service 
grantee 

88 1 40 3,520 

Seleda Perryman, 
Office of the Secretary, Paperwork Reduction 
Act Clearance Officer. 
[FR Doc. 2010–20125 Filed 8–13–10; 8:45 am] 

BILLING CODE 4150–34–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

[60-Day–10–10GQ] 

Proposed Data Collections Submitted 
for Public Comment and 
Recommendations 

In compliance with the requirement 
of Section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995 for 
opportunity for public comment on 
proposed data collection projects, the 
Centers for Disease Control and 
Prevention (CDC) will publish periodic 
summaries of proposed projects. To 
request more information on the 
proposed projects or to obtain a copy of 
the data collection plans and 
instruments, call 404–639–5960 and 
send comments to Maryam I. Daneshvar 
PhD, CDC Acting Reports Clearance 
Officer, 1600 Clifton Road, MS–D74, 
Atlanta, GA 30333 or send an e-mail to 
omb@cdc.gov. 

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; 
(c) ways to enhance the quality, utility, 
and clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. Written comments should 
be received within 60 days of this 
notice. 

Proposed Project 

The Evaluation of Ordinances to 
Prevent Workplace Violence in 
Convenience Stores—NEW—National 
Institute for Occupational Safety and 
Health (NIOSH), Centers for Disease 
Control and Prevention,CDC). 

Background and Brief Description 

Workplace violence (WPV) is a 
significant concern for employers and 
employees alike; every year in the U.S., 
WPV results in hundreds of deaths, 
nearly two million nonfatal injuries, and 
billions of dollars in costs. Historically, 
retail establishments have been the 
focus of WPV research. In 1997–2008, 
there were 1,800 homicides of retail 
workers of which 1,572 were due to 
robbery or assaults. 

Situational Crime Prevention 
programs to reduce robbery and violent 
crime have been proven to be successful 
in reducing robbery and robbery-related 
injury risk to both employees and 
customers in retail settings. These 
programs incorporate a criminological 
concept called Crime Prevention 
Through Environmental Design (CPTED) 
which theorizes that environments can 
be modified to make potential criminals 
feel they are being watched, i.e. under 
surveillance and thus vulnerable, 
resulting in avoidance of the target by 
increasing the robber’s perception that a 
robbery is not worth the risk. 

NIOSH is conducting an evaluation of 
the effectiveness of convenience store 
safety ordinances in Dallas and 
Houston, Texas. The goals of this 
research are to (1) Determine if the 
ordinances effectively increase the 
frequency of implementation of CPTED 
components in stores and decrease 
robbery and assaults to workers and 
customers; (2) determine the benefits to 
stores from compliance to the city 
ordinance; (3) determine the process the 
cities used for ordinance development 
and their recommendations to other 
cities, and (4) develop evidence-based 
recommendations to promote CPTED 
programs and to aid other cities which 
are considering safety ordinances for 
their retail industry. 

The proposed NIOSH study will be a 
population based follow-up study of 
convenience stores which are operating 
1 year after the effective date of their 
ordinance. A sample of 300 stores in 
Dallas and 300 stores in Houston will be 
selected. Each store will be visited by a 
survey interviewer who will evaluate 
the store environment and interview the 
store managers in person. Data will be 
collected on compliance with the safety 
ordinance, reasons for non-compliance, 
and benefits to the store from 
compliance including return on 
investment, increased sales, increased 
quality of customers, decreased crime, 
and decreased employee stress. 

The participation of the store and 
manager will be voluntary. Data from 
the store evaluation will be recorded on 
a checklist form and will take 
approximately 15 minutes of the store 
interviewer’s time. The store evaluation 
will not require time or assistance from 
the store manager and thus, is not listed 
in the burden hours. The interview of 
the store manager will require 
approximately 30 minutes of the 
manager’s time. From previous studies 
of convenience stores, over a 90% 
response rate is expected. The survey 
method will be for the survey 
interviewer to first visit the store and 
leave the questionnaire with the 
manager and then return 1–2 days later 
for the interview. This leaves time for 
the manager to obtain approval from 
owners and upper management. 

Prior to the survey, NIOSH will 
contact all companies in the sample 
who own two or more stores and obtain 
approval from the store owners/upper 
management for their store managers 
participation. A burden of 3 hours is 
estimated for each of approximately 35 
owners/managers to review the 
questionnaire and survey protocol, and 
to discuss their store managers’ 
participation with NIOSH project 
officers by conference call. 

Once the study is completed, NIOSH 
will provide a copy of the final report 
to each participating store, the 
participating city Mayor’s Task force for 
Convenience Store Safety, the police 
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department, and the industry and 
community partners. 

Industry leaders who participate on 
the Mayor’s Task Force for Convenience 
Store Safety will provide support and 

voluntarily contact approximately 90 
stores and recommend they participate. 
Additionally, approximately 3 
community leaders in each city will 

voluntarily contact approximately 90 
stores and recommend they participate. 
There is no cost to respondents other 
than their time. 

ESTIMATED ANNUALIZED BURDEN HOURS 

Respondents Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden per 

response (in 
hrs) 

Total burden 
(in hrs) 

Store manager interviews ................................................................................ 600 1 30/60 300 
Store owners/upper management approve manager interviews ..................... 35 1 3 105 
Stakeholders Industry leader recommend stores ............................................ 90 1 30/60 45 
Community leader recommend stores ............................................................. 90 1 30/60 45 

Total .......................................................................................................... ........................ ........................ ........................ 495 

Dated: August 8, 2010. 
Maryam I. Daneshvar, 
Reports Clearance Officer, Centers for Disease 
Control and Prevention. 
[FR Doc. 2010–19835 Filed 8–13–10; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Proposed Collection; Comment 
Request; NIH NCI Central Institutional 
Review Board (CIRB) Initiative (NCI) 

SUMMARY: In compliance with the 
requirement of Section 3506(c)(2)(A) of 
the Paperwork Reduction Act of 1995, 
for opportunity for public comment on 
proposed data collection projects, the 
National Cancer Institute (NCI), the 
National Institutes of Health (NIH) will 
publish periodic summaries of proposed 
projects to be submitted to the Office of 

Management and Budget (OMB) for 
review and approval. 

Proposed Collection: Title: NIH NCI 
Central Institutional Review Board 
(CIRB). Type of Information Collection 
Request: Existing Collection in Use 
Without an OMB Number. Need and 
Use of Information Collection: The CIRB 
was created to reduce the administrative 
burden on local IRBs and investigators 
while protecting human research 
participants. To accomplish this, the 
CIRB uses several information collection 
tools to ensure that CIRB operations 
occur with high level of reviewer and 
board member satisfaction and is absent 
of conflicts of interest with the protocols 
under review. Tools utilized to 
accomplish this include the new 
member packets which are completed 
once a new member joins the CIRB to 
provide background information on 
workflow and processes of CIRB 
operations as well as a non-disclosure 
agreement. A conflict of interest form is 

completed occasionally or each time the 
reviewer is requested to serve as a 
reviewer for a study. CIRB helpdesk 
surveys measure satisfaction of 
helpdesk users and is conducted 
occasionally or each time the person 
contacts the helpdesk. Frequency of 
Response: Once, except for the SAE 
Reviewer Worksheet. Affected Public: 
Includes the Federal Government, 
business or other for-profits and not-for- 
profit institutions. Type of Respondents: 
Respondents include any customer who 
contacts the CIRB Helpdesk, 
institutional review board members and 
CIRB review participants. The annual 
reporting burden is estimated at 2221 
hours (see Table below for the estimated 
time burden). The average annual cost 
to the government over a 12 month 
period is approximately $153,574 per 
year for a six year contract. This 
includes total annualized capital/start 
up costs of $25,108 and operating costs 
of $150,637. 

TABLE A.12–1—ESTIMATES OF ANNUAL BURDEN HOURS 

Type of 
respondents Survey instrument Number of 

respondents 
Frequency of 

response 

Average time per 
response 
(Min/Hr) 

Annual 
burden hours 

Participants/Board 
Members.

CIRB Helpdesk Survey (Attachment 1) 1500 1 10/60 (.17 hour) ..... 255 

Participants ............. NCI CIRB Institution Enrollment Work-
sheet (Attachment 2A).

30 1 3.5 hours ................ 105 

Participants ............. IRB Staff at Signatory Institution’s IRB 
(Attachment 2B).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Investigator at Signatory Institution (At-
tachment 2C).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Research Staff at Signatory Institution 
(Attachment 2D).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Investigator at Affiliate Institution (At-
tachment 2E).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Research Staff at Affiliate Institution (At-
tachment 2F).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. IRB at Signatory Institution (Attachment 
2G).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Component Institution at Signatory Insti-
tution (Attachment 2H).

65 1 10/60 (.17 hour) ..... 11 
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TABLE A.12–1—ESTIMATES OF ANNUAL BURDEN HOURS—Continued 

Type of 
respondents Survey instrument Number of 

respondents 
Frequency of 

response 

Average time per 
response 
(Min/Hr) 

Annual 
burden hours 

Participants ............. IRB at Affiliate Institution (Attachment 
2I).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Institution Affiliate Institution without an 
IRB (Attachment 2J).

65 1 10/60 (.17 hour) ..... 11 

Participants ............. Request for 30-Day Access Form (At-
tachment 2K).

50 1 10/60 (.17 hour) ..... 9 

Participants ............. Facilitated Review (FR) Acceptance 
Form (Attachment 2L).

1450 1 10/60 (.17 hour) ..... 247 

Participants ............. Study Review Responsibility Transfer 
Form (Attachment 2M).

120 1 10/60 (.17 hour) ..... 20 

Board Members ...... CIRB New Board Member Biographical 
Sketch Form (Attachment 3B).

16 1 30/60 (.5 hour) ....... 8 

Board Members ...... CIRB New Board Member Contact In-
formation Form (Attachment 3C).

16 1 15/60 (.25 hour) ..... 4 

Board Members ...... CIRB New Board Member W–9 (Attach-
ment 3D).

16 1 15/60 (.25 hour) ..... 4 

.
Board Members ...... CIRB New Board Member Non-Disclo-

sure Agreement (NDA) (Attachment 
3E).

16 1 15/60 (.25 hour) ..... 4 

Board Members ...... Direct Deposit Form (Attachment 4) ...... 16 1 15/60 (.25 hour) ..... 4 
Participants ............. NCI Adult CIRB Application (Attachment 

5A).
150 1 2 hours ................... 300 

Participants ............. NCI Pediatric CIRB Application (Attach-
ment 5B).

62 1 2 hours ................... 124 

Participants ............. Adult/Pediatric CIRB Application—Ancil-
lary Studies (Attachment 5C).

10 1 2 hours ................... 20 

Participants ............. Summary of CIRB Application Revisions 
(Attachment 5D).

20 1 30/60 (.5 hour) ....... 10 

Participants ............. Adult/Pediatric CIRB Application for 
Continuing Review (Attachment 5E).

230 1 1 hour .................... 230 

Board Members ...... Adult CIRB Reviewer Findings—Initial 
Review of Cooperative Group Pro-
tocol (Attachment 6A).

20 1 4 hours ................... 80 

Board Members ...... Pediatric CIRB Reviewer Findings—Ini-
tial Review of Cooperative Group 
Protocol (Attachment 6B).

12 1 4 hours ................... 48 

Board Members ...... Adult CIRB Reviewer Findings Cooper-
ative Group Response to CIRB Re-
view (Attachment 6C).

25 1 1 hour .................... 25 

Board Members ...... Pediatric CIRB Reviewer Findings Co-
operative Group Response to CIRB 
Review (Attachment 6D).

70 1 1 hour .................... 70 

Board Members ...... Adult CIRB Reviewer Findings Amend-
ment Cooperative Group Protocol (At-
tachment 6E).

130 1 1.5 hours ................ 195 

Board Members ...... Pediatric CIRB Reviewer Findings 
Amendment to Cooperative Group 
Protocol (Attachment 6F).

50 1 1.5 hours ................ 75 

Board Members ...... Adult CIRB Reviewer Findings Con-
tinuing Review of Cooperative Group 
Protocol (Attachment 6G).

150 1 .5 hour ................... 75 

Board Members ...... Pediatric CIRB Reviewer Findings Con-
tinuing Review of Cooperative Group 
Protocol (Attachment 6H).

110 1 .5 hour ................... 55 

Board Members ...... CIRB Reviewer Form (Attachment 6I) ... 20 1 2 hours ................... 40 
Board Members ...... CIRB Statistical Reviewer Form (Attach-

ment 6J).
20 1 2 hours ................... 40 

Board Members ...... CIRB SAE Reviewer Worksheet (At-
tachment 6K).

10 15 30/60 (.5 hour) ....... 75 

Total ................. ................................................................ ............................ ............................ ................................ 2221 

Request for Comments: Written 
comments and/or suggestions from the 
public and affected agencies should 
address one or more of the following 

points: (1) Evaluate whether the 
proposed collection of information is 
necessary for the proper performance of 
the function of the agency, including 

whether the information will have 
practical utility; (2) Evaluate the 
accuracy of the agency’s estimate of the 
burden of the proposed collection of 
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information, including the validity of 
the methodology and assumptions used; 
(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and (4) Minimize the burden 
of the collection of information on those 
who are to respond, including the use 
of appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 
FOR FURTHER INFORMATION CONTACT: To 
request more information on the 
proposed project or to obtain a copy of 
the data collection plans and 
instruments, contact Michael Montello, 
Pharm. D., CTEP, 6130 Executive Blvd., 
Rockville, MD 20852. At non-toll-free 
number 301–435–9206 or e-mail your 
request, including your address to: 
montellom@mail.nih.gov. 

Comments Due Date: Comments 
regarding this information collection are 
best assured of having their full effect if 
received within 60 days of the date of 
this publication. 

Dated: August 9, 2010. 
Vivian Horovitch-Kelley, 
NCI Project Clearance Liaison, National 
Institutes of Health. 
[FR Doc. 2010–20167 Filed 8–13–10; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2010–N–0001] 

General and Plastic Surgery Devices 
Panel of the Medical Devices Advisory 
Committee; Notice of Meeting 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. 

Name of Committee: General and 
Plastic Surgery Devices Panel of the 
Medical Devices Advisory Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on November 18, 2010, from 8 a.m. 
to 6 p.m. 

Location: Holiday Inn College Park, 
Grand Ballroom, 10000 Baltimore Ave., 
College Park, MD. 

Contact Person: Margaret McCabe- 
Janicki, Center for Devices and 

Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, rm. 1535, Silver Spring, 
MD 20993–0002, 301–796–7029, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area), code 
3014512519. Please call the Information 
Line for up-to-date information on this 
meeting. A notice in the Federal 
Register about last minute modifications 
that impact a previously announced 
advisory committee meeting cannot 
always be published quickly enough to 
provide timely notice. Therefore, you 
should always check the agency’s Web 
site and call the appropriate advisory 
committee hot line/phone line to learn 
about possible modifications before 
coming to the meeting. 

Agenda: On November 18, 2010, the 
committee will discuss, make 
recommendations, and vote on 
information related to the premarket 
approval application for MelaFind, 
sponsored by MELA Sciences. MelaFind 
is a computer-controlled multi-spectral 
dermoscope that uses light, wavelengths 
from 430 nanometers (nm) (blue) 
through 950 nm (near infrared), to image 
the skin through a thin layer of liquid 
(alcohol or oil), making lesion structures 
under the skin surface visible to the 
observer. A complementary metal oxide 
semiconductor digital camera inside the 
probe captures the images and then 
differentiates them among pigmented 
skin lesions for melanoma risk using 
predefined software statistical pattern 
recognition algorithms. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before November 9, 2010. 
Oral presentations from the public will 
be scheduled between approximately 1 
p.m. and 2 p.m. Those desiring to make 
formal oral presentations should notify 
the contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 

proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before October 28, 2010. Time 
allotted for each presentation may be 
limited. If the number of registrants 
requesting to speak is greater than can 
be reasonably accommodated during the 
scheduled open public hearing session, 
FDA may conduct a lottery to determine 
the speakers for the scheduled open 
public hearing session. The contact 
person will notify interested persons 
regarding their request to speak by 
November 2, 2010. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact AnnMarie 
Williams, Conference Management 
Staff, 301–796–5966, at least 7 days in 
advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/ 
ucm111462.htm for procedures on 
public conduct during advisory 
committee meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: August 11, 2010. 
Jill Hartzler Warner, 
Acting Associate Commissioner for Special 
Medical Programs. 
[FR Doc. 2010–20156 Filed 8–13–10; 8:45 am] 

BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Diabetes and 
Digestive and Kidney Diseases; Notice 
of Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of meetings of the National 
Diabetes and Digestive and Kidney 
Diseases Advisory Council. 

The meetings will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
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reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Diabetes and 
Digestive and Kidney Diseases Advisory 
Council. 

Date: September 22, 2010. 
Open: 8:30 a.m. to 11:45 a.m. 
Agenda: To present the Director’s Report 

and other scientific presentations. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 10, Bethesda, MD 20892. 

Closed: 3:45 p.m. to 4:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 10, Bethesda, MD 20892. 

Contact Person: Brent B. Stanfield, PhD, 
Director, Division of Extramural Activities, 
National Institutes of Diabetes and Digestive, 
and Kidney Diseases, 6707 Democracy Blvd., 
Room 715, MSC 5452, Bethesda, MD 20892. 
(301) 594–8843. stanfibr@niddk.nih.gov. 

Name of Committee: National Diabetes and 
Digestive and Kidney Diseases Advisory 
Council; Digestive Diseases and Nutrition 
Subcommittee. 

Date: September 22, 2010. 
Open: 1:00 p.m. to 1:45 p.m. 
Agenda: To review the Division’s scientific 

and planning activities. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 6, Bethesda, MD 20892. 

Closed: 2:00 p.m. to 3:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 6, Bethesda, MD 20892. 

Contact Person: Brent B. Stanfield, PhD, 
Director, Division of Extramural Activities, 
National Institutes of Diabetes and Digestive 
and Kidney Diseases, 6707 Democracy Blvd., 
Room 715, MSC 5452, Bethesda, MD 20892. 
(301) 594–8843. stanfibr@niddk.nih.gov. 

Name of Committee: National Diabetes and 
Digestive and Kidney Diseases Advisory 
Council; Kidney, Urologic, and Hematologic 
Diseases Subcommittee. 

Date: September 22, 2010. 
Open: 1 p.m. to 2:15 p.m. 
Agenda: To review the Division’s scientific 

and planning activities. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 7, Bethesda, MD 20892. 

Closed: 2:15 p.m. to 3:30 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 
Building 31, 31 Center Drive, Conference 
Room 7, Bethesda, MD 20892. 

Contact Person: Brent B. Stanfield, PhD, 
Director, Division of Extramural Activities, 
National Institutes of Diabetes and Digestive, 
and Kidney Diseases, 6707 Democracy Blvd., 
Room 715, MSC 5452, Bethesda, MD 20892. 
(301) 594–8843. stanfibr@niddk.nih.gov. 

Name of Committee: National Diabetes and 
Digestive and Kidney Diseases Advisory 
Council; Diabetes, Endocrinology, and 
Metabolic Diseases Subcommittee. 

Date: September 22, 2010. 
Open: 1:00 p.m. to 2:15 p.m. 
Agenda: To review the Division’s scientific 

and planning activities. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 10, Bethesda, MD 20892. 

Closed: 2:15 p.m. to 3:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 10, Bethesda, MD 20892. 

Contact Person: Brent B. Stanfield, PhD, 
Director, Division of Extramural Activities, 
National Institutes of Diabetes and Digestive 
and Kidney Diseases, 6707 Democracy Blvd., 
Room 715, MSC 5452, Bethesda, MD 20892. 
(301) 594–8843. stanfibr@niddk.nih.gov. 

Any interested person may file written 
comments with the committee by forwarding 
the statement to the Contact Person listed on 
this notice. The statement should include the 
name, address, telephone number and when 
applicable, the business or professional 
affiliation of the interested person. 

In the interest of security, NIH has 
instituted stringent procedures for entrance 
onto the NIH campus. All visitor vehicles, 
including taxicabs, hotel, and airport shuttles 
will be inspected before being allowed on 
campus. Visitors will be asked to show one 
form of identification (for example, a 
government-issued photo ID, driver’s license, 
or passport) and to state the purpose of their 
visit. 

Information is also available on the 
Institute’s/Center’s home page: http://www.
niddk.nih.gov/fund/divisions/DEA/Council/
coundesc.htm, where an agenda and any 
additional information for the meeting will 
be posted when available. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.847, Diabetes, 
Endocrinology and Metabolic Research; 
93.848, Digestive Diseases and Nutrition 
Research; 93.849, Kidney Diseases, Urology 
and Hematology Research, National Institutes 
of Health, HHS) 

Dated: August 10, 2010. 
Jennifer Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2010–20159 Filed 8–13–10; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Nursing Research; 
Notice of Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of a meeting of the 
National Advisory Council for Nursing 
Research. 

The meeting will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Advisory 
Council for Nursing Research. 

Date: September 14–15, 2010 
Open: September 14, 2010, 1 p.m. to 5 p.m. 
Agenda: Discussion of Program Policies 

and Issues. 
Place: National Institutes of Health, 

Building 31, 31 Center Drive, Conference 
Room 6C, Room 10, Bethesda, MD 20892. 

Closed: September 15, 2010, 9 a.m. to 1 
p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 
Building 31, 31 Center Drive, Conference 
Room 6C, Room 10, Bethesda, MD 20892. 

Contact Person: Mary E. Kerr, FAAN, RN, 
PhD, Deputy Director, National Institute of 
Nursing, National Institutes of Health, 31 
Center Drive, Room 5B–05, Bethesda, MD 
20892–2178, 301/496–8230, 
kerrme@mail.nih.gov. 

Any interested person may file written 
comments with the committee by forwarding 
the statement to the Contact Person listed on 
this notice. The statement should include the 
name, address, telephone number and when 
applicable, the business or professional 
affiliation of the interested person. 

Information is also available on the 
Institute’s/Center’s home page: http:// 
www.nih.gov/ninr/a_advisory.html, where an 
agenda and any additional information for 
the meeting will be posted when available. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.361, Nursing Research, 
National Institutes of Health, HHS) 
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Dated: August 4, 2010. 
Anna Snouffer, 
Deputy Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2010–20166 Filed 8–13–10; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Meeting 

Pursuant to section 10(a) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of a meeting of the AIDS 
Research Advisory Committee, NIAID. 

The meeting will be open to the 
public, with attendance limited to space 
available. Individuals who plan to 
attend and need special assistance, such 
as sign language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

Name of Committee: AIDS Research 
Advisory Committee, NIAID, AIDS Vaccine 
Research Subcommittee. 

Date: September 21–22, 2010. 
Time: 8:30 a.m. to 5 p.m. 
Agenda: To discuss updated Vaccine 

Enterprise strategic plan and NIAID planned 
activities in support of the plan, and plans 
for future vaccine clinical research trials and 
trial designs. 

Place: Crowne Plaza Hotel Rockville, 3 
Research Court, Rockville, MD 20850. 

Contact Person: James A. Bradac, PhD, 
Program Official, Preclinical Research and 
Development Branch, Division of AIDS, 
Room 5116, National Institutes of Health/ 
NIAID, 6700B Rockledge Drive, Bethesda, 
MD 20892–7628, 301–435–3754, 
jbradac@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS) 

Dated: August 10, 2010. 
Jennifer Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2010–20158 Filed 8–13–10; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Substance Abuse and Mental Health 
Services Administration 

Statement of Organization, Functions, 
and Delegations of Authority 

Part M of the Substance Abuse and 
Mental Health Services Administration 

(SAMHSA) Statement of Organization, 
Functions, and Delegations of Authority 
for the Department of Health and 
Human Services (DHHS) at 73, Number 
147, pages 44274–44275, July 30, 2008, 
is amended to reflect the new functional 
statement for the Office of the 
Administrator, the Office of Program 
Services, the Office of Applied Studies 
and the Office of Policy, Planning and 
Budget. In addition this notice 
establishes a new Office of Policy, 
Planning and Innovation. These changes 
are necessary to strengthen cross 
Agency collaboration in policy analysis 
and development and to streamline 
oversight of all financial management 
procedures. The changes are as follows: 

Section M.20, Functions is amended 
as follows: 

The functional statement for the 
Office of the Administrator is amended 
to remove the functions related to 
controlled correspondence. The Office 
of Program Services is renamed to the 
Office of Management, Technology and 
Operations. In addition the functions of 
grant review, grants management and 
contracts management are deleted. The 
Office of Applied Studies is renamed to 
the Center for Behavioral Health 
Statistics and Quality and the Office of 
the Director, is amended to remove the 
functions related to the Paperwork 
Reduction Act. The Office of Policy, 
Planning and Budget is renamed the 
Office of Financial Resources. In 
addition the functions of grant review, 
grants management and contracts 
management are added and the Division 
of Policy Coordination is deleted. The 
Office of Policy, Planning and 
Innovation is established to provide an 
integrated and structured approach for 
the identification and adoption of 
policies and innovative practices that 
improve behavioral health services 
outcomes. The functional statement for 
each office is changed to read as 
follows: 

Office of the Administrator (MA) 
The Administrator is responsible to 

the Secretary for managing and directing 
SAMHSA. The office functions are as 
follows: (1) Provides leadership in the 
development of agency policies and 
programs; (2) maintains liaison with the 
Office of the Secretary on matters 
related to program and other activities; 
(3) provides oversight for coordination 
between SAMHSA and the National 
Institutes of Health (NIH) on the 
conduct of research and the 
dissemination of research findings in 
the areas of alcohol, drug abuse, and 
mental health; (4) analyzes legislative 
issues, and maintains liaison with 
congressional committees; and (5) 

coordinates Agency communications 
and conducts public affairs activities. 

Office of Management, Technology and 
Operations (MB) 

(1) Works in partnership with other 
SAMHSA and DHHS components in 
managing, providing leadership, and 
ensuring SAMHSA’s needs are met in 
the following service areas: 
administrative services, human 
resources management, equal 
employment opportunity, organizational 
development and analysis, and 
information technology; (2) provides 
leadership in the development of 
policies for and the analysis, 
performance measurement, and 
improvement of SAMHSA 
administrative and management 
services; (3) provides leadership, 
guidance, and technical expertise for the 
Agency’s information technology 
program; and (4) provides centralized 
administrative services for the Agency. 

Center for Behavioral Health Statistics 
and Quality (MC) 

(1) Collects information as required by 
statute on the incidence, prevalence, 
trends, correlates of substance abuse 
and mental health problems, and the 
economic, behavioral and medical 
consequences of substance abuse and 
mental health problems in the United 
States; (2) collects information as 
required by statute on the number, 
characteristics, conduct, and 
performance of facilities and 
organizations providing prevention and 
treatment services for substance abuse at 
the national, State and local level; (3) 
plans, directs, and conducts studies 
based on data collected by the Center 
and other organizations of issues 
associated with substance abuse and 
mental health problems; (4) designs and 
carries out special data collection and 
analytic projects to examine topical 
issues for SAMHSA and other Federal 
agencies; (5) conducts epidemiological, 
statistical, and policy studies of existing 
or emerging issues; (6) provides 
information for program evaluation 
activities of the Agency; and (7) 
prepares reports and disseminates 
findings through Agency publications, 
the press, scientific journals, and 
electronic systems. 

Office of Financial Resources (MG) 
(1) Carries out all Chief Financial 

Officer functions provided by the Chief 
Financial Officers Act of 1990; (2) 
represents the agency before the Office 
of Management and Budget (OMB) in 
matters of presentation of budgets, 
performance reporting and resolution of 
issues arising from the execution of final 
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appropriations; (3) provides guidance, 
manages and coordinates the Agency 
budget plans and formulates and 
presents SAMHSA’s future budget and 
financial management activities; (4) 
provides leadership and direction in the 
Agency-wide review, analysis and 
appraisal of financial elements of 
program execution and the development 
and execution of policies related to 
efficient allocation, expenditure and 
control of funds; (5) develops and 
executes Agency-wide procedures 
relating to implementation and 
management of the Government 
Performance and Results Act (GPRA); 
(6) coordinates and manages General 
Accounting Office (GAO) and Office of 
Inspector General (OIG) reviews of the 
agency, analyzes results, and develops 
agency response; (7) develops 
extramural policy and guidance 
addressing peer and council review, 
interagency agreements, and jointly 
funded grant programs; (8) conducts all 
aspects of the SAMHSA contracts 
management process; (9) conducts all 
aspects of the SAMHSA grants 
management process; and (10) plans, 
administers, and coordinates the review 
of grant and cooperative agreement 
applications and contract proposals. 

Office of Policy, Planning and 
Innovation (MD) 

The Office of Policy, Planning and 
Innovation provides an integrated and 
structured approach for the 
identification and adoption of policies 
and innovative practices that improve 
behavioral health services outcomes. 
The Office represents the Agency at 
meetings both internal and external and 
raises SAMHSA’s profile in health 
services research by collaborating with 
other Departments and Agencies, such 
as the National Institutes of Health, the 
Centers for Disease Control and 
Prevention, and the Center for Medicare 
and Medicaid Services, to facilitate the 
adoption of data-driven policies and 
practices by those working in the field 
to improve behavioral health outcomes. 
While SAMHSA’s primary mission is to 
serve those with behavioral health 
needs and foster health improvements, 
many partners and allies exist within 
other fields which also play a crucial 
role in supporting and improving 
behavioral health. The Office will seek 
to influence these partners and allies to 
encourage inclusion of behavioral 
health within their policy initiatives. 

Delegation of Authority 
All delegations and re-delegations of 

authority to officers and employees of 
SAMHSA which were in effect 
immediately prior to the effective date 

of this reorganization shall continue to 
be in effect pending further re- 
delegations, provided they are 
consistent with this reorganization. 

This delegation of authority is 
effective immediately. 

Dated: July 20, 2010 . 
Kathleen Sebelius, 
Secretary. 
[FR Doc. 2010–19856 Filed 8–13–10; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Transportation Security Administration 

New Agency Information Collection 
Activity Under OMB Review: Pipeline 
System Operator Security Information 

AGENCY: Transportation Security 
Administration, DHS. 
ACTION: 30-day notice. 

SUMMARY: The Transportation Security 
Administration (TSA) has forwarded the 
new Information Collection Request 
(ICR) abstracted below to the Office of 
Management and Budget (OMB) for 
review and approval under the 
Paperwork Reduction Act. The ICR 
describes the nature of the information 
collection and its expected burden. TSA 
published a Federal Register notice, 
with a 60-day comment period soliciting 
comments, of the following collection of 
information on July 29, 2009, 74 FR 
37723. The collection involves the 
submission of contact information for 
the company’s primary and alternate 
security manager and the telephone 
number of the security operations or 
control center, as well as data 
concerning pipeline security incidents. 

In response to July 29, 2009 notice, 
TSA received four comments from 
industry stakeholders. Letters 
addressing their respective comments 
have been sent to each stakeholder. No 
comments were submitted regarding the 
submission of contact information for a 
pipeline company’s primary and 
alternate security manager and the 
telephone number of the security 
operations or control center. 

The primary focus of the comments 
received pertained to the reporting of 
security incidents and suspicious 
activity to the Transportation Security 
Operations Center (TSOC). 
Recommendations were made for TSA 
to clarify the intent of the incident 
reporting criteria and examples. As a 
result, TSA modified the Pipeline 
Security Guidelines to reflect TSA’s 
desire to be notified of all incidents 
which are indicative of a deliberate 

attempt to disrupt pipeline operations 
or activities that could be precursors to 
such an attempt. Such information is 
necessary for TSA to fulfill its 
responsibilities as the lead Federal 
agency for pipeline security. 

Several comments discussed the 
potential for duplicative reporting of 
security incidents to both the TSOC and 
the National Response Center (NRC). 49 
CFR parts 191 and 195 mandate that 
pipeline operators report incidents 
involving the release of natural gas or 
hazardous liquids to the NRC. There is 
no requirement under these regulations 
to report suspicious activity. 
Additionally, based on 33 CFR part 101 
facilities operating under the Maritime 
Transportation Security Act (MTSA) are 
required to report incidents and 
suspicious activity to the NRC. TSOC 
has coordinated with the NRC to obtain 
pipeline incident/suspicious activity 
reports that may be of concern to TSA 
in the event that a pipeline operator 
submits a report only to the NRC. 
However, the vast majority of events 
that TSA requests operators report 
would not fall into these categories. 
This is supported by the actual pipeline 
operator incident/suspicious activity 
reporting that TSA has observed over 
the past five years. Consequently, TSA 
believes that duplicative reporting, if it 
occurs, would be minimal. 
DATES: Send your comments by 
September 15, 2010. A comment to 
OMB is most effective if OMB receives 
it within 30 days of publication. 
ADDRESSES: Interested persons are 
invited to submit written comments on 
the proposed information collection to 
the Office of Information and Regulatory 
Affairs, Office of Management and 
Budget. Comments should be addressed 
to Desk Officer, Department of 
Homeland Security/TSA, and sent via 
electronic mail to 
oira_submission@omb.eop.gov or faxed 
to (202) 395–6974. 
FOR FURTHER INFORMATION CONTACT: 
Joanna Johnson, Office of Information 
Technology, TSA–11, Transportation 
Security Administration, 601 South 
12th Street, Arlington, VA 20598–6011; 
telephone (571) 227–3651; e-mail 
Joanna.Johnson@dhs.gov. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 
In accordance with the Paperwork 

Reduction Act of 1995 (44 U.S.C. 3501 
et seq.), an agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless it displays a valid OMB control 
number. The ICR documentation is 
available at http://www.reginfo.gov. 
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Therefore, in preparation for OMB 
review and approval of the following 
information collection, TSA is soliciting 
comments to— 

(1) Evaluate whether the proposed 
information requirement is necessary for 
the proper performance of the functions 
of the agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including using 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 

Information Collection Requirement 

Title: Pipeline System Operator 
Security Information. 

Type of Request: New collection. 
OMB Control Number: Not yet 

assigned. 
Form(s): NA. 
Affected Public: Pipeline system 

operators. 
Abstract: Under the Aviation and 

Transportation Security Act (ATSA) 
(Pub. L. 107–71, 115 Stat. 597 
(November 19, 2001) and delegated 
authority from the Secretary of 
Homeland Security, pipeline 
transportation is a mode of 
transportation over which TSA has 
jurisdiction for security matters. As 
discussed in the draft Pipeline Security 
Guidelines, in order to execute its 
pipeline transportation security 
responsibilities, TSA requests that 
operators provide, on a voluntary basis, 
security manager and operations center 
contact information. Additionally, TSA 
seeks to be notified of all incidents that 
are indicative of a deliberate attempt to 
disrupt pipeline operations or activities 
that could be precursors to such an 
attempt. 

Number of Respondents: 3,140. 
Estimated Annual Burden Hours: An 

estimated 145 hours annually. 

Issued in Arlington, Virginia, on August 
10, 2010. 

Joanna Johnson, 
TSA Paperwork Reduction Act Officer, Office 
of Information Technology. 
[FR Doc. 2010–20160 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–05–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[LLOROR957000–L62510000–PM000: 
HAG10–0345] 

Filing of Plats of Survey: Oregon/ 
Washington 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice. 

SUMMARY: The plats of survey of the 
following described lands are scheduled 
to be officially filed in the Bureau of 
Land Management Oregon/Washington 
State Office, Portland, Oregon, 30 days 
from the date of this publication. 

Willamette Meridian 

Oregon 
T. 41 S., R. 4 W., accepted June 29, 2010 
T. 39 S., R. 1 W., accepted June 29, 2010 
T. 4 S., R. 3 E., accepted June 29, 2010 
T. 11 S., R. 2 E., accepted July 2, 2010 
T. 3 N., R. 35 E., accepted July 9, 2010 
T. 7 S., R. 7 W., accepted July 9, 2010 
T. 20 S., R. 7 W., accepted July 19, 2010 
T. 12 S., R. 2 E., accepted July 22, 2010 
T. 18 S., R. 35 E., accepted July 22, 2010 
T. 23 S., R. 3 W., accepted August 2, 2010 

ADDRESSES: A copy of the plats may be 
obtained from the Land Office at the 
Oregon/Washington State Office, Bureau 
of Land Management, 333 SW., 1st 
Avenue, Portland, Oregon 97204, upon 
required payment. A person or party 
who wishes to protest against a survey 
must file a notice that they wish to 
protest (at the above address) with the 
Oregon/Washington State Director, 
Bureau of Land Management, Portland, 
Oregon. 
FOR FURTHER INFORMATION CONTACT: Kyle 
Hensley, (503) 808–6124, Branch of 
Geographic Sciences, Bureau of Land 
Management, 333 SW., 1st Avenue, 
Portland, Oregon 97204. 

Cathie Jensen, 
Branch of Land, Mineral, and Energy 
Resources. 
[FR Doc. 2010–20082 Filed 8–13–10; 8:45 am] 

BILLING CODE 4310–33–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[LLID100000–L10200000–PH0000] 

Notice of Public Meeting, Idaho Falls 
District Resource Advisory Council 
Meeting 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of public meetings. 

SUMMARY: In accordance with the 
Federal Land Policy and Management 
Act (FLPMA) and the Federal Advisory 
Committee Act of 1972 (FACA), the U.S. 
Department of the Interior, Bureau of 
Land Management (BLM) Idaho Falls 
District Resource Advisory Council 
(RAC), will meet as indicated below. 
DATES: The Idaho Falls District RAC will 
meet in Idaho Falls, Idaho on September 
21–22, 2010 for a two day meeting at the 
Upper Snake Field Office located at 
1405 Hollipark Drive, Idaho Falls, Idaho 
83401. The first day will begin at 8 a.m. 
and adjourn at 4:30 p.m. The second 
day will begin at 8 a.m. and adjourn at 
3:30 p.m. Members of the public are 
invited to attend. A comment period 
will be held following the introductions 
at 8 a.m. All meetings are open to the 
public. 
SUPPLEMENTARY INFORMATION: The 15- 
member Council advises the Secretary 
of the Interior, through the Bureau of 
Land Management, on a variety of 
planning and management issues 
associated with public land 
management in the BLM Idaho Falls 
District (IFD), which covers eastern 
Idaho. 

Items on the agenda will include an 
overview of the current issues affecting 
the District and Field Offices, review 
and approval of past meeting minutes, 
a public comment period, discussion on 
the Salmon Travel Management Plan 
(TMP) and a presentation of the 
Champagne Creek reclamation issues. 
Agenda items and location may be 
modified due to changing 
circumstances. Following the 
presentations and overviews, tours will 
be conducted throughout the Upper 
Snake Field Office area to discuss policy 
issues affecting the region such as the 
Jefferson Fire rehabilitation efforts, Egin 
Lake Recreation area and Sand Dunes 
management, and the Land and Water 
Conservation Fund (LWCF) and the 
critical role it plays in restoring and 
retaining critical habitat along the South 
Fork of the Snake River. 

All meetings are open to the public. 
The public may present written 
comments to the Council. Each formal 
Council meeting will have time 
allocated for hearing public comments. 
Depending on the number of persons 
wishing to comment and time available, 
the time for individual oral comments 
may be limited. Individuals who plan to 
attend and need special assistance, such 
as sign language interpretation, tour 
transportation or other reasonable 
accommodations, should contact the 
BLM as provided below. 
FOR FURTHER INFORMATION CONTACT: 
Sarah Wheeler, RAC Coordinator, Idaho 
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Falls District, 1405 Hollipark Dr., Idaho 
Falls, ID 83401. Telephone: (208) 524– 
7550. E-mail: Sarah_Wheeler@blm.gov. 

Joe Kraayenbrink, 
BLM District Manager. 
[FR Doc. 2010–20145 Filed 8–13–10; 8:45 am] 

BILLING CODE 4310–GG–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[LLIDC00000.L10200000.MJ0000.241A.0; 
4500014703] 

Notice of Public Meeting, Coeur 
d’Alene District Resource Advisory 
Council Meeting; Idaho 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of public meeting. 

SUMMARY: In accordance with the 
Federal Land Policy and Management 
Act (FLPMA) and the Federal Advisory 
Committee Act of 1972 (FACA), the U.S. 
Department of the Interior, Bureau of 
Land Management (BLM) Coeur d’Alene 
District Resource Advisory Council 
(RAC) will meet as indicated below. 
DATES: September 14, 2010. The meeting 
will start at 10 a.m. and end at about 
2:30 p.m. with the public comment 
period from 1 p.m. to 1:30 p.m. The 
meeting will be held at the Idaho 
Department of Labor and Commerce, 
1350 Troy Rd., Moscow, ID. 
FOR FURTHER INFORMATION CONTACT: 
Stephanie Snook, RAC Coordinator, 
BLM Coeur d’Alene District, 3815 
Schreiber Way, Coeur d’Alene, Idaho 
83815 or telephone at (208) 769–5004. 
SUPPLEMENTARY INFORMATION: The 15- 
member RAC advises the Secretary of 
the Interior, through the Bureau of Land 
Management, on a variety of planning 
and management issues associated with 
public land management in Idaho. The 
agenda will include the M3 land 
exchange proposal; overview of the 
Clearwater Basin Collaborative; and 
updates on field office projects. 
Additional agenda topics or changes to 
the agenda will be announced in local 
press releases. More information is 
available at http://www.blm.gov/id/st/ 
en/res/resource_advisory.html. All 
meetings are open to the public. The 
public may present written comments to 
the RAC in advance of or at the meeting. 
Each formal RAC meeting will also have 
time allocated for receiving public 
comments. Depending on the number of 
persons wishing to comment and time 
available, the time for individual oral 
comments may be limited. Individuals 
who plan to attend and need special 

assistance, such as sign language 
interpretation or other reasonable 
accommodations, should contact the 
BLM as provided above. 

Dated: August 9, 2010. 
Stephanie Snook, 
Acting District Manager. 
[FR Doc. 2010–20144 Filed 8–13–10; 8:45 am] 

BILLING CODE 4310–GG–P 

INTERNATIONAL TRADE 
COMMISSION 

[ Inv. No. 337–TA–688] 

In the Matter of Certain Hybrid Electric 
Vehicles and Components Thereof; 
Notice of Commission Determination 
Not To Review an Initial Determination 
Terminating the Investigation on the 
Basis of a Settlement Agreement 

AGENCY: U.S. International Trade 
Commission. 
ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the U.S. International Trade 
Commission has determined not to 
review the final initial determination 
(‘‘ID’’) (Order No. 16) issued by the 
presiding administrative law judge 
(‘‘ALJ’’) on July 22, 2010, which granted 
a joint motion to terminate the above- 
captioned investigation based upon a 
settlement agreement. 
FOR FURTHER INFORMATION CONTACT: 
Sidney A. Rosenzweig, Office of the 
General Counsel, U.S. International 
Trade Commission, 500 E Street, SW., 
Washington, DC 20436, telephone (202) 
708–2532. Copies of non-confidential 
documents filed in connection with this 
investigation are or will be available for 
inspection during official business 
hours (8:45 a.m. to 5:15 p.m.) in the 
Office of the Secretary, U.S. 
International Trade Commission, 500 E 
Street, SW., Washington, DC 20436, 
telephone (202) 205–2000. General 
information concerning the Commission 
may also be obtained by accessing its 
Internet server (http://www.usitc.gov). 
The public record for this investigation 
may be viewed on the Commission’s 
electronic docket (EDIS) at http:// 
edis.usitc.gov. Hearing-impaired 
persons are advised that information on 
this matter can be obtained by 
contacting the Commission’s TDD 
terminal on (202) 205–1810. 
SUPPLEMENTARY INFORMATION: The 
Commission instituted this investigation 
on October 5, 2009, based on a 
complaint filed by Paice LLC (‘‘Paice’’) 
of Bonita Springs, Florida. 74 FR. 
52258–59 (Oct. 9, 2009). The complaint 

named as respondents Toyota Motor 
Corporation of Japan and two U.S. 
subsidiaries (collectively ‘‘Toyota’’). The 
complaint alleges infringement by 
certain Toyota hybrid vehicles of claims 
of U.S. Patent No. 5,343,970. 

On July 19, 2010, Paice and Toyota 
moved to terminate the investigation 
based upon a settlement agreement. 
That same day, the Commission 
investigative attorney filed a response in 
support of the motion. On July 22, 2010, 
the ALJ issued an ID (Order No. 16) 
granting the motion. No petitions for 
review of the ID were filed. 

The Commission has determined not 
to review the subject ID. 

The authority for the Commission’s 
determination is contained in section 
337 of the Tariff Act of 1930, as 
amended (19 U.S.C. 1337), and in 
sections 210.21(b) and 210.42–.45 of the 
Commission’s Rules of Practice and 
Procedure (19 CFR 210.21(b), 210.42– 
.45). 

By order of the Commission. 
Issued: August 10, 2010. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. 2010–20118 Filed 8–13–10; 8:45 am] 

BILLING CODE 7020–02–P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation Nos. 701–TA–249 and 731– 
TA–262, 263, and 265 (Third Review)] 

Iron Construction Castings From 
Brazil, Canada, and China 

AGENCY: United States International 
Trade Commission. 
ACTION: Scheduling of expedited five- 
year reviews concerning the 
countervailing duty and antidumping 
duty orders on iron construction 
castings from Brazil, Canada, and China. 

SUMMARY: The Commission hereby gives 
notice of the scheduling of expedited 
reviews pursuant to section 751(c)(3) of 
the Tariff Act of 1930 (19 U.S.C. 
1675(c)(3)) (the Act) to determine 
whether revocation of the 
countervailing duty and or antidumping 
duty orders on iron construction 
castings from Brazil, Canada, and China 
would likely lead to continuation or 
recurrence of material injury within a 
reasonably foreseeable time. For further 
information concerning the conduct of 
these reviews and rules of general 
application, consult the Commission’s 
Rules of Practice and Procedure, part 
201, subparts A through E (19 CFR part 
201), and part 207, subparts A, D, E, and 
F (19 CFR part 207). 
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1 A record of the Commissioners’ votes, the 
Commission’s statement on adequacy, and any 
individual Commissioner’s statements will be 
available from the Office of the Secretary and at the 
Commission’s web site. 

2 The Commission has found the responses 
submitted by four producers of heavy iron 
construction castings (D & L Foundry Inc., East 
Jordan Iron Works Inc., Neenah Foundry Co., and 
U.S. Foundry & Manufacturing Co.) and three 
producers of light iron construction castings (East 
Jordan Iron Works Inc., Neenah Foundry Co., and 
Vestal Manufacturing Enterprises, Inc.) to be 
individually adequate. Comments from other 
interested parties will not be accepted (see 19 CFR 
207.62(d)(2)). 

DATES: Effective Date: August 6, 2010. 
FOR FURTHER INFORMATION CONTACT: Fred 
Ruggles (202–205–31887 or 
fred.ruggles@usitc.gov), Office of 
Investigations, U.S. International Trade 
Commission, 500 E Street SW., 
Washington, DC 20436. Hearing- 
impaired persons can obtain 
information on this matter by contacting 
the Commission’s TDD terminal on 202– 
205–1810. Persons with mobility 
impairments who will need special 
assistance in gaining access to the 
Commission should contact the Office 
of the Secretary at 202–205–2000. 
General information concerning the 
Commission may also be obtained by 
accessing its Internet server (http:// 
www.usitc.gov). The public record for 
these reviews may be viewed on the 
Commission’s electronic docket (EDIS) 
at http://edis.usitc.gov. 
SUPPLEMENTARY INFORMATION: 

Background.—On August 6, 2010, the 
Commission determined that the 
domestic interested party group 
response to its notice of institution (75 
FR 23295, May 3, 2010) of the subject 
five-year reviews was adequate and that 
the respondent interested party group 
response was inadequate. The 
Commission did not find any other 
circumstances that would warrant 
conducting full reviews.1 Accordingly, 
the Commission determined that it 
would conduct expedited reviews 
pursuant to section 751(c)(3) of the Act. 

Staff report.—A staff report 
containing information concerning the 
subject matter of the reviews will be 
placed in the nonpublic record on 
September 16, 2010, and made available 
to persons on the Administrative 
Protective Order service list for these 
reviews. A public version will be issued 
thereafter, pursuant to section 
207.62(d)(4) of the Commission’s rules. 

Written submissions.—As provided in 
section 207.62(d) of the Commission’s 
rules, interested parties that are parties 
to the reviews and that have provided 
individually adequate responses to the 
notice of institution,2 and any party 
other than an interested party to the 

reviews may file written comments with 
the Secretary on what determination the 
Commission should reach in the 
reviews. Comments are due on or before 
September 22, 2010, and may not 
contain new factual information. Any 
person that is neither a party to the five- 
year reviews nor an interested party 
may submit a brief written statement 
(which shall not contain any new 
factual information) pertinent to the 
reviews by September 22, 2010. 
However, should the Department of 
Commerce extend the time limit for its 
completion of the final results of its 
reviews, the deadline for comments 
(which may not contain new factual 
information) on Commerce’s final 
results is three business days after the 
issuance of Commerce’s results. If 
comments contain business proprietary 
information (BPI), they must conform 
with the requirements of sections 201.6, 
207.3, and 207.7 of the Commission’s 
rules. The Commission’s rules do not 
authorize filing of submissions with the 
Secretary by facsimile or electronic 
means, except to the extent permitted by 
section 201.8 of the Commission’s rules, 
as amended, 67 FR 68036 (November 8, 
2002). Even where electronic filing of a 
document is permitted, certain 
documents must also be filed in paper 
form, as specified in II (C) of the 
Commission’s Handbook on Electronic 
Filing Procedures, 67 FR 68168, 68173 
(November 8, 2002). 

In accordance with sections 201.16(c) 
and 207.3 of the rules, each document 
filed by a party to the reviews must be 
served on all other parties to the reviews 
(as identified by either the public or BPI 
service list), and a certificate of service 
must be timely filed. The Secretary will 
not accept a document for filing without 
a certificate of service. 

Determination.—The Commission has 
determined to exercise its authority to 
extend the review period by up to 90 
days pursuant to 19 U.S.C. 
1675(c)(5)(B). 

Authority: These reviews are being 
conducted under authority of title VII of the 
Tariff Act of 1930; this notice is published 
pursuant to section 207.62 of the 
Commission’s rules. 

By order of the Commission. 

Issued: August 10, 2010. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. 2010–20121 Filed 8–13–10; 8:45 am] 

BILLING CODE 7020–02–P 

DEPARTMENT OF JUSTICE 

[OMB Number 1105–0087] 

National Drug Intelligence Center: 
Agency Information Collection 
Activities: Proposed Extension With 
Change of a Previously Approved 
Collection; Comments Requested 

ACTION: 60-Day Notice of Information 
Collection Under Review: Extension 
with Change of a Previously Approved 
Collection SENTRY Early Warning and 
Response System. 

The United States Department of 
Justice (DOJ), National Drug Intelligence 
Center (NDIC), will be submitting the 
following information collection request 
to the Office of Management of Budget 
(OMB) for review and approval in 
accordance with the Paperwork 
Reduction Act of 1995. The proposed 
information collection is published to 
obtain comments from the public and 
affected agencies. Comments are 
encouraged and will be accepted for 
‘‘sixty days’’ until October 15, 2010. This 
process is conducted in accordance with 
5 CFR 1320.10. 

If you have comments especially on 
the estimated public burden or 
associated response time, suggestions, 
or need a copy of the proposed 
information collection instrument with 
instructions or additional information, 
please contact Kevin M. Walker, General 
Counsel, National Drug Intelligence 
Center, Fifth Floor, 319 Washington 
Street, Johnstown, PA 15901. 

Written comments and suggestions 
from the public and affected agencies 
concerning the proposed collection of 
information are encouraged. Your 
comments should address one or more 
of the following four points: 

—Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

—Evaluate the accuracy of the agencies 
estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions user; 

—Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

—Minimize the burden of the collection 
of information on those who are to 
respond, including through the use of 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other 
technological collection techniques or 
other forms of information 
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technology, e.g., permitting electronic 
submission of responses. 

Overview of This Information 
Collection 

(1) Type of Information Collection: 
Extension with Change of a previously 
approved collection. 

(2) Title of the Form/Collection: 
SENTRY Early Warning and Response 
System. 

(3) Agency form number, if any, and 
the applicable component of the 
Department of Justice sponsoring the 
collection: Form Number: NDIC Form # 
N/A. 

(4) The 2004 National Synthetic Drugs 
Action Plan designated NDIC the lead 
agency for developing an early warning 
and response system. This instrument is 
critical for NDIC to detect emerging drug 
abuse and production trends and 
thereafter notify law enforcement 
demand authorities and prepared 
associated reports. 

From February 2009 until March 
2010, the SENTRY Synthetic Drug Early 
Warning System was available only to 
specifically targeted groups including 
chemists; education providers (teachers, 
administrators, school resource officers, 
or school nurses); law enforcement 
personnel; treatment providers 
(physicians specializing in drug abuse 
issues); medical service personnel 
(physicians, nurses, emergency medical 
technicians, medical examiners); and 
other specific groups such as drug 
intelligence analysts. 

At this juncture, the National Drug 
Intelligence Center (NDIC) has 
determined that some SENTRY 
information may be of interest to 
members of the general public. As of 
June 2010, all SENTRY DrugAlert 
Watches, DrugAlert Warnings, and 
News and Bulletins have been made 
accessible to the general public via the 
NDIC public facing Web site. 
Additionally, NDIC will make the 
SENTRY Geographical Information 
System Map accessible to the general 
public, with a truncated Information 
Drop that includes: color-coded 
substance categories, submission/event 
details and outcomes (if known), and a 
general geographical locality of the 
submission/event. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond: It is estimated that 
approximately 300 respondents will 
submit a tip requiring approximately 15 
minutes. Use of the system is expected 
to increase significantly. 

(6) As estimate of the total public 
burden (in hours) associated with the 
collection: There is an estimated 75 total 

annual burden hours associated with 
this collection. 

If additional information is required 
contact: Ms. Lynn Bryant, Department 
Clearance Officer, United States 
Department of Justice, Justice 
Management Division, Policy and 
Planning Staff, 2 Constitution Square, 
145 N Street, NE., 2E–502, Washington, 
DC 20530. 

Dated: August 10, 2010. 
Lynn Bryant, 
Department Clearance Officer, 
[FR Doc. 2010–20106 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–DC–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under the Comprehensive 
Environmental Response, 
Compensation, and Liability Act 
(‘‘CERCLA’’) 

Notice is hereby given that on August 
6, 2010 a proposed consent decree 
(‘‘proposed Decree’’) in United States v. 
Central Rubber Co., et al., C.A. No. 
3:10–cv–50193, was lodged with the 
United States District Court for the 
Northern District of Illinois. 

In this action under Section 107(a) of 
the Comprehensive Environmental 
Response, Compensation, and Liability 
Act, 42 U.S.C. 9607(a) (‘‘CERCLA’’), the 
United States sought to recover response 
costs incurred or to be incurred by the 
United States as a result of releases and 
threatened releases of hazardous 
substances from the manufacturing 
facilities owned or operated by Central 
Rubber Company, Woodhead Industries, 
Inc., Textron, Inc., Camcar LLC, and 
Johns Manville (the ‘‘Settling 
Defendants’’) located at the Parsons 
Casket Hardware Superfund Site, in 
Belvidere, Boone County, Illinois. The 
proposed Decree requires the Settling 
Defendants to pay $3.6 million to the 
United States in reimbursement of past 
and future response costs, and provides 
the defendants with a covenant not to 
sue under Sections 106 and 107(a) of 
CERCLA, 42 U.S.C. 9606 and 9607(a), 
for ‘‘Covered Response Actions’’ and 
‘‘Covered Response Costs.’’ The Decree 
also requires Owner Settling Defendants 
(those defendants who own real 
property within the Superfund Site), to 
provide access to their properties to the 
United States Environmental Protection 
Agency which will be performing the 
remedial action at the Site, to cooperate 
with U.S. EPA in its performance of the 
remedy, and to prepare and record 
Environmental Restrictive Covenants 
which grant certain Proprietary Controls 
to the State of Illinois and U.S. EPA to 

facilitate performance of the remedial 
action. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this publication comments 
relating to the proposed Decree. 
Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, and should refer to United 
States v. Central Rubber Co., et al., D.J. 
Ref. 90–11–3–09324. 

The proposed Decree may be 
examined at the Office of the United 
States Attorney for the Northern District 
of Illinois, 219 South Dearborn Street, 
Suite 500, Chicago, Illinois 60604, or the 
United States Environmental Protection 
Agency (Region 5), 77 West Jackson 
Boulevard, Chicago, Illinois 60604. 
During the public comment period, the 
proposed Decree may also be examined 
on the following Department of Justice 
Web site: http://www.usdoj.gov/enrd/ 
ConsentDecrees.html. A copy of the 
proposed Decree may also be obtained 
by mail from the Consent Decree 
Library, P.O. Box 7611, U.S. Department 
of Justice, Washington, DC 20044–7611 
or by faxing or e-mailing a request to 
Tonia Fleetwood 
(tonia.fleetwood@usdoj.gov), fax no. 
(202) 514–0097, phone confirmation 
number (202) 514–1547. In requesting a 
copy from the Consent Decree Library, 
please enclose a check in the amount of 
$48.25 (25 cents per page reproduction 
cost) payable to the U.S. Treasury or, if 
by e-mail or fax, forward a check in that 
amount to the Consent Decree Library at 
the stated address. 

Maureen Katz, 
Assistant Chief, Environmental Enforcement 
Section, Environment and Natural Resources 
Division. 
[FR Doc. 2010–20115 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–15–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Proposed 
Consent Decree Under the Clean Air 
Act 

Notice is hereby given that on August 
6, 2010, a proposed Consent Decree in 
United States v. Premix, Inc., Civil 
Action No. 1:10–cv–01732–DAP was 
lodged with the United States District 
Court for the Northern District of Ohio. 

In this action, the United States 
sought injunctive relief and assessment 
of civil penalties for various violations 
under the Clean Air Act (‘‘CAA’’), 42 
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U.S.C. 7401 et seq., at a plant owned 
and operated by Premix, Inc. (‘‘Premix’’) 
in North Kingsville, Ohio. Specifically, 
the complaint filed by the United States 
alleges violations of (1) Emission limits 
set forth in Ohio Administrative Code 
(‘‘OAC’’) 3745–21–07(g)(2), which is part 
of the federally enforceable Ohio State 
Implementation Plan (‘‘Ohio SIP’’) for 
volatile organic compounds; (2) 
emission limits in the permit-to-install 
issued to Premix pursuant to OAC 
3745–31–05(A)(3), which is also part of 
the Ohio SIP; (3) various record keeping 
and reporting requirements set forth in 
the permit issued to Premix pursuant to 
Title V of the CAA, 33 U.S.C. 7661– 
7661f; and (4) an information request 
issued by the U.S. Environmental 
Protection Agency (‘‘EPA’’) pursuant to 
Section 114 of the CAA, 33 U.S.C. 7414. 
Under the proposed Consent Decree, 
Premix is required to operate an 
emission control system (‘‘ECS’’) that 
meets and exceeds applicable emission 
limits under the Ohio SIP, Premix’s 
permit-to-install and Title V permit. 
Premix shall demonstrate compliance 
with such emission limits by monitoring 
control parameters that EPA shall 
establish based upon the demonstrated 
performance of the ECS. Finally, the 
proposed settlement will also require 
Premix to pay a civil penalty of 
$400,000. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this publication comments 
relating to the proposed Consent Decree. 
Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, and should refer to United 
States v. Premix, Inc., D.J. Ref. 90–5–2– 
1–09272. 

The proposed Consent Decree may be 
examined at the Office of the United 
States Attorney, 801 West Superior 
Avenue, Suite 400, Cleveland, Ohio, 
and at U.S. EPA Region 5, 77 West 
Jackson Boulevard, Chicago, Illinois 
60604. During the public comment 
period, the proposed Consent Decree 
may also be examined on the following 
Department of Justice website, too: 
http://www.usdoj.gov/enrd/ 
Consent_Decrees.html. A copy of the 
proposed Consent Decree may also be 
obtained by mail from the Consent 
Decree Library, P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611 or by faxing or e-mailing a 
request to Tonia Fleetwood 
(tonia.fleetwood@usdoj.gov), fax no. 
(202) 514–0097, phone confirmation 

number (202) 514–1547. In requesting a 
copy from the Consent Decree Library, 
please enclose a check in the amount of 
$12.25 (25 cents per page reproduction 
cost) payable to the U.S. Treasury or, if 
by e-mail or fax, forward a check in that 
amount to the Consent Decree Library at 
the stated address. 

Maureen Katz, 
Assistant Chief, Environmental Enforcement 
Section, Environment and Natural Resources 
Division. 
[FR Doc. 2010–20114 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–15–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under the Comprehensive 
Environmental Response, 
Compensation and Liability Act 

Notice is hereby given that on August 
6, 2010, a proposed Consent Decree in 
United States v. Conroe Creosoting 
Company, et al., C.A. No. 4: 10-cv-02810 
(S.D. Tex.), was lodged with the United 
States District Court for the Southern 
District of Texas. The Consent Decree 
resolves claims of the United States and 
the State of Texas against the Conroe 
Creosoting Company (‘‘Conroe’’) for 
recovery of response costs, pursuant to 
Section 107(a) of the Comprehensive 
Environmental Response, 
Compensation, and Liability Act, 42 
U.S.C. 9607(a), and Section 361.197 of 
the Texas Solid Waste Disposal Act, 
Tex. Health & Safety Code § 361.197. 
Between 1946 and 1997 Conroe 
operated a wood-treating facility at the 
Conroe Creosoting Site, located in 
Montgomery County, Texas. As a result 
of these activities, the Site became 
contaminated with various hazardous 
substances. The United States and the 
State incurred response costs in 
connection with cleaning up the Site. In 
addition, pursuant to 28 U.S.C. 3304, 
3306, and the Texas Uniform 
Fraudulent Transfer Act, Tex. Bus. Com. 
Code § 24.001, et seq., the Consent 
Decree resolves the United States’ and 
the State’s claims against Conroe and 
persons to whom some of Conroe’s 
assets were improperly paid or 
transferred. The United States and the 
State contend that these payments or 
transfers were made or allowed by 
Conroe as a means of Conroe avoiding 
paying a debt (response costs) owed to 
the United States and the State. 

Under the Consent Decree, defendant 
Conroe and the other persons named in 
the Complaint will make a $200,000 
cash payment to the United States and 
the State in partial reimbursement of 
response costs incurred by the United 

States and the State. In addition, Conroe 
has agreed to sell several parcels of land 
its own, including the property 
constituting the Site, and to pay the 
proceeds therefrom to the United States 
and the State. Finally, Conroe has 
agreed to determine whether any 
insurance policies it has had over the 
years provide for recovery of response 
costs, to pursue claims under any 
applicable policies, and to pay any 
proceeds recovered through such 
policies to the United States and the 
State in accordance with the provisions 
of the Consent Decree. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this publication comments 
relating to the Consent Decree. 
Comments should be addressed to the 
Acting Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov, or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, and should refer to United 
States v. Conroe Creosoting Company, et 
al., DOJ Reference No. 90–11–3–08937. 

The Consent Decree may be examined 
at the Office of the United States 
Attorney, 515 Rusk Avenue, Suite 1102, 
Houston, Texas, and at U.S. EPA Region 
6, 1445 Ross Avenue, Suite 1200, Dallas, 
Texas 75202. During the public 
comment period, the Consent Decree 
may also be examined on the following 
Department of Justice Web site: http:// 
www.usdoj.gov/enrd/Consent_ 
Decrees.html. A copy of the Consent 
Decree may also be obtained by mail 
from the Consent Decree Library, P.O. 
Box 7611, U.S. Department of Justice, 
Washington, DC 20044–7611, or by 
faxing or e-mailing a request to Tonia 
Fleetwood (tonia.fleetwood@usdoj.gov), 
fax no. (202) 514–0097, phone 
confirmation number (202) 514–1547. In 
requesting a copy of the Consent Decree 
from the Consent Decree Library, please 
enclose a check in the amount of $14.50 
(25 cents per page production costs) for 
a copy of the Consent Decree without 
the exhibits thereto, or $25.50 with all 
exhibits thereto. Make the check 
payable to the U.S. Treasury or, if by e- 
mail or fax, forward a check in the 
required amount to the Consent Decree 
Library at the stated address. 

Maureen Katz, 
Assistant Chief, Environmental Enforcement 
Section, Environment and Natural Resources 
Division. 
[FR Doc. 2010–20079 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–15–P 
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DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under the Clean Water Act 

Notice is hereby given that on August 
10, 2010, a proposed Consent Decree in 
United States of America and State of 
Hawaii v. City and County of Honolulu, 
Civil No. 94–00765 DAE–KSC (D. 
Hawaii), was lodged with the United 
States District Court for the District of 
Hawaii. 

In the Supplemental Complaint filed 
in this action, the United States sought 
injunctive relief and civil penalties 
against the City and County of Honolulu 
(‘‘CCH’’) for violations of the Clean 
Water Act and its National Pollutant 
Discharge Elimination System permits 
at its publicly owned treatment works 
on Oahu, Hawaii. The Supplemental 
Complaint alleged that CCH discharged 
pollutants from its sanitary sewage 
collection system, failed to comply with 
permit effluent limitations at two 
wastewater treatment plants, and failed 
to meet permit construction deadlines 
for its Sand Island treatment plant. The 
State of Hawaii has joined as a co- 
plaintiff and brings its own claims 
under State law. In the proposed 
Consent Decree, CCH agrees to 
implement a set of comprehensive 
injunctive measures in its collection 
system including: repair and 
replacement of sewer gravity mains, 
force mains, and pump stations; 
development of condition assessments 
and spill contingency plans for force 
mains; development of condition 
assessments and a systematic cleaning 
program for gravity mains; and 
development of a control program for 
the discharge of grease. In addition, 
CCH agrees to complete construction of 
facilities at two wastewater treatment 
plants required to comply with 
secondary treatment standards of the 
Clean Water Act. Finally, the Consent 
Decree requires CCH to pay a $1.6 
million civil penalty, half to the United 
States and half to the State. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this publication comments 
relating to the Consent Decree. 
Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, with a copy to Robert 
Mullaney, U.S. Department of Justice, 
301 Howard Street, Suite 1050, San 
Francisco, CA 94105, and should refer 
to United States of America and State 

of Hawaii v. City and County of 
Honolulu, D.J. Ref. 90–5–1–1–09981. 

The Consent Decree may be examined 
at the Office of the United States 
Attorney, 300 Ala Moana Boulevard, 
PJKK Federal Building, Room 6–100, 
Honolulu, Hawaii, and at U.S. EPA 
Region 9, Office of Regional Counsel, 75 
Hawthorne Street, San Francisco, 
California. During the public comment 
period, the Consent Decree may also be 
examined on the following Department 
of Justice Web site: http://www.usdoj. 
gov/enrd/Consent_Decrees.html. A copy 
of the Consent Decree may also be 
obtained by mail from the Consent 
Decree Library, P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611 or by faxing or e-mailing a 
request to Tonia Fleetwood 
(tonia.fleetwood@usdoj.gov), fax no. 
(202) 514–0097, phone confirmation 
number (202) 514–1547. In requesting a 
copy from the Consent Decree Library, 
please enclose a check in the amount of 
$37.75 (25 cents per page reproduction 
cost) payable to the U.S. Treasury or, if 
by e-mail or fax, forward a check in that 
amount to the Consent Decree Library at 
the stated address. In requesting a copy 
exclusive of appendices, please enclose 
a check in the amount of $24.50 (25 
cents per page reproduction cost) 
payable to the U.S. Treasury. 

Maureen Katz, 
Assistant Chief, Environmental Enforcement 
Section. Environment and Natural Resources 
Division. 
[FR Doc. 2010–20170 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–15–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under The Clean Water Act 

Notice is hereby given that on August 
10, 2010, a proposed Consent Decree in 
United States v. Plains All American 
Pipeline, L.P., et al., (Civil No. 4:10-cv- 
2833), was lodged with the United 
States District Court for the Southern 
District of Texas. 

In this action, the United States 
alleges civil claims under the Clean 
Water Act (‘‘CWA’’), 33 U.S.C. 1251 et 
seq., against Plains All American 
Pipeline, L.P. and several of its 
operating subsidiaries (collectively 
referred to as ‘‘Plains’’) for ten 
unauthorized discharges of crude oil 
into navigable waters of the United 
States or adjoining shorelines in the 
states of Texas, Oklahoma, Louisiana, 
and Kansas. These discharges occurred 
between June 2004 and September 2007. 
The United States sought civil penalties 
under 33 U.S.C. 1321(b)(7)(A) and 

injunctive relief under 33 U.S.C. 1319(b) 
against Plains. 

Under the proposed Consent Decree, 
Plains will perform injunctive relief on 
approximately 10,000 miles of crude oil 
pipeline to: (1) Prevent and mitigate the 
effects of pipeline corrosion, (2) 
improve pipeline operation and 
integrity management practices, and (3) 
enhance leak detection capabilities and 
practices. The Consent Decree also 
mandates design-capacity and 
secondary containment requirements for 
certain breakout tanks. 

Plains will also pay a civil penalty to 
the United States in the amount of 
$3,250,000. 

The Department of Justice will receive 
comments relating to the Consent 
Decree for a period of thirty (30) days 
from the date of this publication. 
Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, and should refer to United 
States v. Plains All American Pipeline, 
L.P., et al., Civil Action No. 4:10-cv- 
2833 (S.D. Tex.), and D.J. Ref. 90–5–1– 
1–08698. 

The Consent Decree may be examined 
at the Office of the United States 
Attorney, Southern District of Texas, 
919 Milam, Suite 1500, Houston, TX 
77208, at U.S. EPA Region 7, 901 N. 5th 
Street, Kansas City, KS 66101, and at 
U.S. EPA Region 6, 1445 Ross Avenue, 
Dallas, Texas 75202. During the public 
comment period, the Consent Decree 
may also be examined on the following 
Department of Justice Web site: http:// 
www.usdoj.gov/enrd/ 
Consent_Decrees.html. A copy of the 
Consent Decree may also be obtained by 
mail from the Consent Decree Library, 
P.O. Box 7611, U.S. Department of 
Justice, Washington, DC 20044–7611 or 
by faxing or e-mailing a request to Tonia 
Fleetwood (tonia.fleetwood@usdoj.gov), 
fax no. (202) 514–0097, phone 
confirmation number (202) 514–1547. In 
requesting a copy by mail, from the 
Consent Decree Library, please enclose 
a check in the amount of $12.50 (25 
cents per page reproduction cost) for the 
Consent Decree payable to the U.S. 
Treasury. 

Maureen L. Katz, 
Assistant Chief, Environmental Enforcement 
Section, Environment and Natural Resources 
Division. 
[FR Doc. 2010–20116 Filed 8–13–10; 8:45 am] 
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

Robert Wayne Mosier, D.O.; Denial of 
Application 

On September 30, 2009, the Deputy 
Assistant Administrator, Office of 
Diversion Control, Drug Enforcement 
Administration, issued an Order to 
Show Cause to Robert Wayne Mosier, 
D.O. (Respondent), of Talihina, 
Oklahoma. The Show Cause Order 
proposed the denial of Respondent’s 
application for a DEA Certificate of 
Registration, as a practitioner, on the 
ground that he is ‘‘currently without 
authority to handle controlled 
substances or practice medicine in the 
State of Oklahoma, the state in which 
[he is] registered with DEA.’’ Show 
Cause Order at 1. 

More specifically, the Show Cause 
Order alleged that Respondent had 
possessed a DEA Certificate of 
Registration, BM5225289, which 
expired by its terms on January 31, 
2009, and that because he did not file 
an application for renewal of his DEA 
registration until April 23, 2009, his 
renewal application ‘‘is treated as a new 
application for DEA registration.’’ Id. 
The Order further alleged that ‘‘[a]s a 
result of actions by the Oklahoma State 
Board of Osteopathic Examiners and the 
Oklahoma Bureau of Narcotics and 
Dangerous Drugs,’’ Respondent lacked 
the authority to handle controlled 
substances or to practice medicine in 
Oklahoma Id. The Order further 
explained that Respondent had the right 
to request a hearing on the allegations 
or to submit a statement in lieu of a 
hearing, the procedures for doing so, 
and the consequences if he failed to do 
so. Id. 

On October 6, 2009, the Order to 
Show Cause was served on Respondent 
by certified mail as evidenced by the 
signed return receipt card. Since that 
time, neither Respondent, nor any one 
purporting to represent him, has 
requested a hearing. Because more than 
thirty days have passed since 
Respondent was served with the Show 
Cause Order, and Respondent has not 
requested a hearing (or submitted a 
written statement), I conclude that 
Respondent has waived his rights to do 
either. 21 CFR 1301.43(d). I therefore 
enter this Decision and Final Order 
based on relevant material contained in 
the record and make the following 
findings. 

Findings 

Respondent was previously registered 
with DEA to dispense controlled 

substances in schedules II through V as 
a practitioner, and was assigned 
Certificate of Registration, BM5225289, 
which expired by its terms on January 
31, 2009. Ex. H. Although the DEA 
mailed Respondent a renewal notice on 
December 10, 2008 and a delinquency 
notice on April 7, 2009, the Agency did 
not receive a renewal application from 
Respondent until April 23, 2009. Id. 

Respondent holds a license to practice 
osteopathic medicine in the State of 
Oklahoma. However, on June 18, 2009, 
the Oklahoma State Board of 
Osteopathic Examiners found 
Respondent to be in violation of various 
provisions of the Oklahoma Osteopathic 
Medicine Act and that ‘‘in the interest of 
public safety,’’ Respondent’s license 
‘‘shall be suspended immediately’’ and 
‘‘remain suspended until further order of 
the Board.’’ Order of Suspension with 
Conditions 2–3, State Board of 
Osteopathic Examiners v. R. Wayne 
Mosier, D.O., No. 0712–0001 (June 18, 
2009). 

Respondent also held an Oklahoma 
Controlled Substance Registration. 
However, on February 10, 2009, the 
Oklahoma State Bureau of Narcotics and 
Dangerous Drugs (BNDD) issued an 
Order to Show Cause to Respondent as 
to why it should not revoke 
Respondent’s state controlled substance 
registration. Order to Show Cause at 1 
& 9, Oklahoma ex rel. Oklahoma State 
Bureau of Narcotics and Dangerous 
Drugs Control v. Robert Wayne Mosier, 
D.O., (No. SCH–2009–02). The Order 
alleged that, between 2007 and 2008, 
four of Respondent’s patients had died 
from lethal overdoses of controlled 
substances and that ‘‘each of these 
patients had, not long before their death, 
received prescriptions for various 
controlled dangerous substances from 
Respondent.’’ Id. at 4. 

The BNDD also alleged that 
Respondent had ‘‘failed to guard against 
the diversion of controlled dangerous 
substances,’’ that he ‘‘dispensed 
controlled dangerous substances to 
patients without a legitimate medical 
need,’’ that he treated individuals 
addicted to controlled substances for 
addiction without being licensed to 
provide a narcotic treatment program, 
that he self-prescribed controlled 
substances, that he failed to maintain 
accurate dispensing records, and that 
his office lacked the proper security 
controls to store controlled substances. 
Id. at 4–8. 

On April 7, 2009, following a 
proceeding before a state Administrative 
Law Judge, BNDD immediately revoked 
Respondent’s state controlled substance 
registration. Final Order at 2, Oklahoma 
ex rel. Oklahoma State Bureau of 

Narcotics and Dangerous Drugs Control 
v. Robert Wayne Mosier, D.O. The 
BNDD Order provided that Respondent 
was further ‘‘prohibited from making 
application for a[] [state] registration for 
a period of at least one (1) year.’’ Id. A 
printout from the BNDD Web site dated 
January 13, 2010, indicates that 
Respondent had undergone disciplinary 
action and that the status of his 
registration is ‘‘inactive.’’ Ex. E. 

Discussion 

DEA does not have statutory authority 
to grant or maintain a DEA registration 
if the applicant or registrant lacks 
authority to handle controlled 
substances under the laws of the State 
in which he is engaged in professional 
practice. See 21 U.S.C. 802(21) (defining 
the term ‘‘practitioner’’ as a person 
‘‘licensed, registered, or otherwise 
permitted, by the United States or the 
jurisdiction in which he practices * * * 
to distribute, dispense * * * [or] 
administer * * * a controlled 
substance’’); id. § 823(f) (‘‘The Attorney 
General shall register practitioners 
* * * to dispense * * * controlled 
substances * * * if the applicant is 
authorized to dispense * * * controlled 
substances under the laws of the State 
in which he practices.’’); id. § 824(a)(3) 
(authorizing revocation ‘‘upon a finding 
that the registrant has had his State 
license or registration suspended, 
revoked, or denied by competent State 
authority and is no longer authorized by 
State law to engage in the distribution[] 
or dispensing of controlled substances’’). 
DEA has consistently held that holding 
authority under state law is a 
prerequisite for obtaining a registration 
under the CSA. See Worth S. Wilkinson, 
71 FR 30173 (2006); Stephen J. Graham, 
69 FR 11661 (2004); Dominick A. Ricci, 
58 FR 51104 (1993); Bobby Watts, 53 FR 
11919 (1988). 

Moreover, the Agency has held that 
revocation is warranted (and denied 
applications) even in those instances 
where a practitioner’s state license has 
only been suspended, and there is the 
possibility of reinstatement. See Bourne 
Pharmacy, 72 FR 18273, 18274 (2007); 
Alton E. Ingram, Jr., 69 FR 22562 (2004); 
Anne Lazar Thorn, 62 FR 12847 (1997) 
(‘‘the controlling question is not whether 
a practitioner’s license to practice 
medicine in the state is suspended or 
revoked; rather, it is whether the 
Respondent is currently authorized to 
handle controlled substances’’). As 
Respondent clearly lacks authority to 
handle controlled substances under 
Oklahoma law, the State in which he 
has applied for registration, his 
application will be denied. 
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Order 
Pursuant to the authority invested in 

me by 21 U.S.C. 823(f), as well as by 28 
CFR 0.100(b) and 0.104, I hereby order 
that the application of Robert Wayne 
Mosier, M.D., for a DEA Certificate of 
Registration as a practitioner be, and it 
hereby is, denied. This order is effective 
immediately. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20237 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 08–15] 

Hilmes Distributing, Inc.; Dismissal of 
Proceeding 

On October 31, 2007, the Deputy 
Assistant Administrator, Office of 
Diversion Control, Drug Enforcement 
Administration (DEA), issued an Order 
to Show Cause to Hilmes Distributing, 
Inc. (Respondent), of Trenton, Illinois. 
The Order proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, which authorizes it to 
distribute List I chemicals, and the 
denial of any pending applications for 
renewal or modification of the 
registration, on the ground that its 
‘‘continued registration * * * is 
inconsistent with the public interest, as 
that term is defined in 21 U.S.C. 823(h).’’ 
ALJ Ex. 1, at 1. 

The Show Cause Order specifically 
alleged that ‘‘[c]onvenience stores and 
gas stations continue to be the primary 
source for precursors that are diverted to 
illicit methamphetamine laboratory 
operators in many states’’ and that 
Respondent ‘‘distributes large amounts 
of ephedrine-based products almost 
exclusively to convenience stores and 
gas stations.’’ Id. at 1–2. The Order 
alleged that ‘‘the normal expected sales 
range to meet legitimate demand for 
combination ephedrine products is 
between $0 and $25 per month, with an 
average of $12.58 per month,’’ and that 
Respondent’s ‘‘sales of combination 
ephedrine products greatly surpass the 
expected sales range to meet any 
legitimate demand for combination 
ephedrine products.’’ Id. at 2. The Order 
further alleged that Respondent’s sales 
to four stores during the months of June 
through August 2006 ‘‘greatly 
surpass[ed] the expected sales range to 
meet any legitimate demand for 
combination ephedrine products,’’ and 
that while not ‘‘exhaustive,’’ these sales 

are ‘‘nonetheless representative of 
[Respondent’s] sales pattern of [sic] 
combination ephedrine products’’ in 
amounts which ‘‘are inconsistent with 
the known legitimate market.’’ Id. The 
Order thus concluded by alleging that 
‘‘these types of businesses do not sell 
such inordinately large volumes of List 
I chemicals for legitimate uses,’’ that 
Respondent’s ‘‘continued registration 
will result in the continued diversion of 
List I chemicals,’’ and that it ‘‘is 
inconsistent with the public interest.’’ 
Id. 

On November 21, 2007, Respondent, 
through its counsel, requested a hearing 
on the allegations. ALJ Ex. 2. The matter 
was placed on the docket of the 
Agency’s Administrative Law Judges 
(ALJs), and a hearing was held on April 
15, 2008, in St. Louis, Missouri. At the 
hearing, both parties called witnesses to 
testify and introduced documentary 
evidence. After the hearing, only 
Respondent filed a brief. 

On October 7, 2009, the ALJ issued 
her recommended decision (also ALJ) in 
the matter. Therein, the ALJ examined 
the five public interest factors (see 21 
U.S.C. 823(h)) and concluded that the 
Government had not met its burden of 
proving that Respondent’s continued 
registration is inconsistent with the 
public interest. ALJ at 25. 

With respect to the first factor—the 
maintenance of effective controls 
against diversion—the ALJ noted that 
during a November 2006 inspection of 
Respondent, there were no deficiencies 
in its physical security and that DEA 
has never advised Respondent that its 
‘‘physical security for its listed chemical 
products was inadequate.’’ ALJ at 17. 
The ALJ also found that Respondent had 
implemented various procedures to 
ensure its customers followed both 
Federal and state laws applicable to the 
retail distribution of listed chemicals. 
Id. The ALJ thus concluded that this 
factor weighed ‘‘in favor of renewing the 
Respondent’s DEA registration.’’ ALJ at 
17. 

Examining the second and fourth 
factors together—the registrant’s 
compliance with applicable State, 
Federal and local law, as well as its past 
experience in the distribution of List I 
chemicals—the ALJ noted that while 
Respondent has held a registration since 
1997, it has never been cited by DEA for 
any regulatory violations. Id. at 18. 
Moreover, the ALJ noted that the 
Diversion Investigator (DI) who 
performed the inspection had testified 
that Respondent ‘‘is probably one of the 
better distributors, as far as 
recordkeeping goes.’’ Id. 

With respect to the Government’s 
principal allegation, the ALJ found that 

the Government had not established a 
baseline figure necessary to show that 
Respondent’s sales were so excessive as 
to support a finding that the products 
were being diverted. Id. at 21. While the 
ALJ noted that the Government had 
submitted the declarations of an expert 
witness as to the expected sales range of 
combination ephedrine products at 
convenience stores to meet legitimate 
demand and had previously relied on 
this evidence in several cases to prove 
that diversion had occurred, the ALJ 
noted that in a subsequent case, the 
expert’s methodology was found to be 
unreliable. Id. (citing Novelty 
Distributors, Inc., 73 FR 52689, 52693– 
95 (2008)). Accordingly, the ALJ 
concluded that ‘‘the Government has not 
established by a preponderance of the 
evidence that these figures accurately 
represent the average dollar amount of 
expected sales of listed chemical 
products.’’ Id. 

Citing my decision in Novelty, 73 FR 
at 52703–04, the ALJ calculated the 
customers’ average monthly sales 
(which she found to be $ 453.86) and 
then used this as the baseline for 
determining whether its sales to 
individual stores were in excess of 
legitimate demand. Id. The ALJ 
concluded, however, that while its sales 
to one gas station during a three-month 
period ‘‘seem excessive,’’ these sales 
created only a ‘‘suspicion of diversion,’’ 
which under agency precedent was not 
sufficient to prove that its products were 
being diverted. Id. at 21–22 (citing John 
J. Fotinopoulos, 72 FR 24602, 24604 
(2005)). The ALJ thus found that ‘‘th[es]e 
factor[s] weigh[] in favor of Respondent 
being allowed to continue handling 
listed chemical products.’’ Id. at 24. 

As for the third factor—Respondent’s 
conviction record under Federal or State 
laws relating to controlled substances or 
listed chemicals—the ALJ found that 
neither Respondent nor any of its 
employees have been convicted of an 
offense ‘‘related to their handling of 
listed chemical products under either 
Federal or State law.’’ Id. at 23. As for 
the fifth factor—other factors relevant to 
and consistent with public health and 
safety—the ALJ concluded that ‘‘absent 
evidence of such excessive sales that 
diversion is a reliable conclusion * * * 
Respondent’s continued sale of listed 
chemical products to its customers, in 
the manner in which [it] conducts its 
business, does not create a risk of 
diversion of these products to the illicit 
market.’’ Id. at 24. The ALJ thus 
concluded that the Government had not 
proved that Respondent’s continued 
registration would be inconsistent with 
the public interest. Id. at 25. 
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1 An ounce of methamphetamine contains 28 
grams, and each gram of methamphetamine yields 
around eight to ten doses. RX 8, at 15, 19; RX 9, 
at 17. Around 1,000 ephedrine pills will yield 
approximately one gram of methamphetamine in a 
clandestine methamphetamine laboratory. Tr. 92. 
An illicit clandestine laboratory may manufacture 
anywhere from a 1-ounce to a 4-ounce batch. Id. at 
125. 

2 While methamphetamine imported from Mexico 
has taken an increasing share of the domestic 
market, small toxic and illegal laboratories in the 
United States continue to pose an enforcement 
challenge. RX 12, at 1–2. This is true even following 
the implementation of the Combat 
Methamphetamine Epidemic Act of 2005 and other 
state laws restricting the over-the-counter purchase 
of List I chemical products. Tr. 131. 

3 At the hearing Mr. Hilmes testified that since the 
passage of the Combat Methamphetamine Epidemic 
Act of 2005 (CMEA), those of his customers who 
were ‘‘independents’’ ‘‘opted out’’ of selling List I 
chemical products ‘‘for fear of getting caught in 
some sort of trouble for not properly’’ complying 
with the CMEA’s provisions. Tr. 164. Consequently, 
his current List I customer base consists of only 105 
to 110 businesses. Id. Respondent’s total customer 
list, however, has grown to around 480 to 500 
businesses. Id. 

Neither party filed Exceptions to the 
ALJ’s recommended decision. 
Thereafter, the ALJ forwarded the record 
to me for final agency action. 

Having considered the entire record 
in this matter, I adopt the ALJ decision 
in its entirety except for her findings 
and conclusion that Respondent has not 
failed to report suspicious orders. 
However, because the Government 
made no such allegation, the relevant 
evidence cannot be considered as the 
basis for imposing a sanction. 
Accordingly, the Order to Show Cause 
will be dismissed. I make the following 
findings of fact. 

Findings 
Respondent is an Illinois corporation, 

which is owned and operated by Mr. 
Gary Hilmes, who also serves as its 
President. ALJ Ex. 4, at 2; Tr. 160. 
Respondent, which has eight employees 
including Mr. Hilmes, Tr. 160, is a 
wholesale distributor of various items to 
convenience stores, gas stations, and 
liquor stores. Tr. 15; GXs 22–24. Its 
customers are located in Illinois, 
Indiana, Missouri, Ohio, Oklahoma, 
Wisconsin and Minnesota. Tr. 165. Its 
product lines include ‘‘automotive 
products, batteries, candies, cigarette 
papers, meat snacks, salty snacks, 
novelties, seasonal items, toys, maps,’’ 
as well as List I chemical products. Id. 
at 13, 162. As for the latter, at the time 
of the hearing, Respondent distributed 
ephedrine products under the brand 
names of Mini Ephedrine 2-Way Action 
and Rapid Action; these products 
combine either 12.5 or 25 mgs. of 
ephedrine with 200 mgs. of guaifenesin. 
Id. at 176 & 202. According to the DI, 
Respondent did not sell what he called 
‘‘traditional brand name ephedrine.’’ Id. 
at 18–19. 

Respondent, which was then 
organized as a sole proprietorship, first 
obtained a DEA registration in 1997. Id. 
at 165. Respondent’s registration was 
renewed every year until the 2007 
issuance of the Order to Show Cause. Id. 
at 165. According to its Certificate, 
Respondent’s registration was to expire 
on October 31, 2007. GX 1. However, on 
October 8, 2007, Respondent filed a 
renewal application. Id. In accordance 
with the Administrative Procedure Act 
and DEA regulations, because 
Respondent’s application was timely 
filed, I find that Respondent’s 
registration has remained in effect 
pending the issuance of this Decision 
and Final Order. See 5 U.S.C. 558(c); 21 
CFR 1301.36(i). 

Ephedrine in combination with 
guaifenesin is lawfully marketed under 
the Food, Drug and Cosmetic Act for 
over-the-counter use as a 

bronchodilator. GX 15, at 3. However, 
ephedrine is regulated as a listed 
chemical under the Controlled 
Substances Act (CSA) because it is 
easily extracted from these products and 
is a precursor chemical used in the 
illicit manufacture of 
methamphetamine, a schedule II 
controlled substance. ALJ Ex. 4, at 1–2; 
21 U.S.C. 802(34); 21 CFR 1308.12(d); 
Tr. 42; GX 4; GX 15, at 8; GX 16, at 7.1 

Methamphetamine is a highly 
addictive central nervous system 
stimulant. Tr. 136. Methamphetamine 
abuse has destroyed numerous lives and 
families and ravaged many 
communities. Id. at 136. Moreover, the 
illicit manufacture of methamphetamine 
produces toxic and explosive 
byproducts, including phosphine gas, 
which is lethal even in low 
concentrations, and causes serious 
environmental harms. RX 9, at 27. 
Individuals have lost limbs and even 
their lives due to explosions during 
methamphetamine ‘‘cooks.’’ 2 Tr. 136. 

Illicit methamphetamine production 
is comparatively inexpensive, as ‘‘with 
$200,’’ a person ‘‘can buy all the 
chemicals and equipment [she/he] 
needs to make * * * $2,000, $2,500 
worth of methamphetamine.’’ RX 9, at 
30. Typically, methamphetamine is sold 
in ‘‘quarter gram, half gram, [and] gram 
units.’’ Tr. 129. At the hearing in April 
2008, a DEA Special Agent (SA) testified 
that a quarter gram might cost $25–$40 
while an ounce would cost anywhere 
from $850 to $1,200. Id. at 129–130. 

Respondent distributes products to 
customers in the States of Missouri, 
Illinois, Indiana, Ohio, Oklahoma, 
Wisconsin, and Minnesota. Id. at 165. 
Several of these States have serious 
problems with methamphetamine abuse 
as evidenced by the number of 
clandestine lab incidents. See GX 13 
(showing that even after the enactment 
of Federal legislation, there were still 
nearly 1260 lab incidents in Oklahoma). 
Due to the development of state laws 
limiting the sale of List I chemical 
tablets, at the time of the hearing, 

Respondent sold combination ephedrine 
tablets only in Indiana and Wisconsin; 
elsewhere he sold gel cap ephedrine 
combination products. Tr. 201. 

The DEA Inspection of Respondent 
On November 28, 2006, a DEA 

Diversion Investigator conducted an 
inspection of Respondent which 
included reviewing its physical 
security, recordkeeping and operating 
procedures. The Investigator met Mr. 
Hilmes, who told him that that his firm 
had 430 customers, which include 
convenience stores, gas stations and 
liquor stores; of these, 131 purchased 
combination ephedrine products. Id. at 
12–13, 15, 202; GX 36, at 8. See also 
GXs 22–24 (Respondent’s sales records 
for June through August 2006) and 26– 
28 (copies of Respondent’s sales receipts 
for months of June through August 
2006).3 

Respondent stores the listed chemical 
products in ‘‘the drug room,’’ a room 
with locked doors that is continually lit 
and is outfitted with an infra-red camera 
to guard against theft. Tr. 169. As an 
additional security precaution, within 
the room, the List I chemicals are stored 
in a steel cage. Id. The room is also 
protected by an alarm system with a 
motion detector; in the event the alarm 
is triggered, both the County Sheriff and 
a monitoring service are notified; the 
latter first calls Respondent’s business 
line, then Mr. Hilmes’s cell phone, and, 
if there is no answer at either, Mr. 
Hilmes’s father. Id. at 170. Regarding 
Respondent’s security, the DI (who had 
also participated in two other 
inspections of it) testified that DEA 
‘‘never had any problems with 
[Respondent’s] security.’’ Id. at 96; see 
also id. at 178 (testimony of Mr. Hilmes 
that although DEA has inspected 
Respondent four or five times, it has 
never found its security inadequate). 

With respect to Respondent’s 
recordkeeping, the DI testified that it is 
‘‘one of the better distributors as far as 
record keeping goes.’’ Id. at 62–63. The 
DI further stated that ‘‘there was nothing 
wrong with * * * [Respondent’s] 
recordkeeping and as a matter of fact, 
[Respondent] is one of the few chemical 
distributors that we work with that had 
most of their records on a database, 
which made it easily accessible.’’ Id. at 
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4 Mr. Hilmes testified that Respondent had not 
purchased gel caps since the preceding September 
‘‘when the industry ran out nationwide, because the 
company that makes gel caps shut their operation 
down.’’ Tr. 175. At the time of the hearing, 
Respondent no longer stocked 6-count, 12-count, 
and 24-count gel cap packages but only 12-tablet 
and 24-tablet blister packs. Id. at 176. Lacking gel 
caps in its inventory, Respondent had only twelve 
active List I customers, all located in either Indiana 
or Wisconsin; but Mr. Hilmes stated that he 
intended to supply a total of 108 customers once 
gel caps were again available. Id. at 201. 

96. The DI further described Mr. Hilmes 
as ‘‘very cooperative’’ at the inspections. 
Id. at 62–63. 

Respondent also put on extensive 
testimony as to its procedures for 
handling listed chemical products. 
Upon receipt of the products, 
Respondent stamps them. Id. at 171. 
Each Friday, Respondent takes an 
inventory and maintains a record of 
what products have been taken by each 
salesman. Id. It then compares this 
figure (prior week’s inventory minus the 
product taken by its drivers) with the 
new inventory. Id. at 171–72. 

Each Friday, Respondent requires that 
each driver account for the merchandise 
he has taken; if there is a discrepancy, 
the driver does not leave on his route 
the next week until it is resolved. Id. at 
172–73. Respondent also retains a copy 
of its sales invoices and makes a copy 
on which its drivers record the 
product’s lot number at the store, ‘‘prior 
to the actual transaction.’’ Id. at 174. 

Under company policy, Respondent 
will not sell to customers who seek to 
buy only List I chemical products. Id. at 
177. Since the implementation of the 
Combat Methamphetamine Epidemic 
Act of 2005, Respondent distributes List 
I chemical products only to those 
businesses that have self-certified in 
compliance with the Act; Respondent 
also requires its drivers to visually 
inspect the self-certification and note 
the expiration date. Id. at 189. Some 
thirty to ninety days prior to the 
expiration of a customer’s certification, 
Respondent sends a letter notifying it of 
the upcoming expiration and indicating 
that Respondent will not continue to 
sell product to it after the expiration of 
its certification unless the store re- 
certifies. Id. In addition, since the 
enactment of the CMEA, Respondent’s 
drivers will not service a new customer 
until they confirm visually that the 
customer has a logbook as required by 
law. Id. at 191. 

Since it first became registered, 
Respondent has provided its customers 
with acrylic cases for storing the 
combination ephedrine products. Id. at 
193. The cases which Respondent 
currently provides have keyed locks on 
the back thus preventing a customer 
from acquiring the product without the 
assistance of a store clerk. Id. 

Since the enactment of the CMEA’s 
requirement that retailers self-certify, 
Respondent has provided a print-out of 
the training materials from the DEA 
website which follows the online self- 
certification process prior to his first 
delivery to new customers. Id. at 194; 
RX 6. The training materials include 
such information as the single-day (3.6 
grams) and thirty-day (9 grams) limits 

on an individual’s purchase of 
combination ephedrine products. Id. at 
194; RX 6, at 12. Mr. Hilmes testified 
that while his drivers cannot by law 
examine a customer’s logbook, if it were 
proven that a customer violated those 
limits, Respondent would no longer sell 
List I chemical products to that 
customer. Tr. 195. 

The DI, who had worked on two prior 
inspections of Respondent, testified that 
he was not aware of Respondent’s ever 
having been cited for regulatory 
infractions by DEA, including after the 
inspection of November 2006. Id. at 60– 
61. Similarly, Mr. Hilmes testified that 
he had no knowledge of any regulatory 
infractions by his firm. Id. at 178. 

Respondent’s total sales volume of all 
products from January 1, 2004 through 
the close of business October 13, 2006, 
was $6,336,943.18. GX 21. According to 
the DI, Mr. Hilmes told him at the 2006 
inspection that thirty percent of his 
gross sales were attributable to 
combination ephedrine products. Tr. 15, 
83. However, at the hearing, Mr. Hilmes 
contested this, testifying that he 
‘‘specifically recall[ed] stating’’ that the 
percentage of gross sales attributable to 
List I chemical products ‘‘was 20 percent 
or less.’’ Id. at 197. 

Mr. Hilmes testified that he ran the 
figures for June through August 2006 
(the time period referenced in the Show 
Cause Order) and found that the 
percentage of sales attributable to List I 
chemical products was 19.39 percent. 
Id. at 198. Mr. Hilmes further testified 
that, at the time of the hearing, the 
quantity of List I chemical product it 
was selling was down but, due to price 
increases, its total sales remained about 
the same.4 Id. at 196. 

The Government entered into 
evidence a spreadsheet created by the DI 
which showed Respondent’s sales of 
combination ephedrine products to its 
various customers during the period of 
June through August 2006. GX 35; Tr. 
21. The DI testified that Respondent’s 
customer’s monthly retail sales of 
ephedrine products exceeded $15 a 
month, an amount which the 
Government maintained represents the 
normal expected retail sales range of 
these products at convenience stores for 

legitimate uses. Id. at 31; see also ALJ 
Ex. 1, at 2 (Show Cause Order ¶ 6). 

As for the stores specifically 
identified in paragraph 7 of the Show 
Cause Order, the Government produced 
evidence showing that, between June 8 
and August 24, 2006, the FISCA Oil Co. 
of West Alton, Mo., had purchased 
ephedrine products with a total retail 
value of approximately $15,600. GX 35, 
at 7–8. Mr. Hilmes testified that this 
customer is a gas station, liquor store 
and smoke shop that benefits from being 
just over the border in Missouri where 
taxes are lower on gasoline and 
cigarettes than they are in Illinois. Tr. 
181. He also indicated that during this 
time period, Illinois law limited 
purchases of ephedrine gel caps to one 
package of 6-count or 12-count blister 
packs, while under Missouri law, an 
individual could buy two 36-count 
packages. Id. According to Mr. Hilmes, 
the store ‘‘sell[s] a lot of pills because [it] 
sell[s] a lot of everything else.’’ Id. at 
182. 

The Government’s evidence showed 
that between June 7 and August 23, 
2006, the Gas Mart #11 of St. Louis, Mo., 
had purchased ephedrine products with 
a total retail value of $8,573. GX 35, at 
9. Mr. Hilmes testified that this 
customer is a high-volume store located 
so as to draw both local and interstate 
traffic and also ‘‘sell[s] a lot of 
everything.’’ Tr. 182. 

The Government’s evidence showed 
that between June 13 and August 22, 
2006, Blue Goose Liquor of Centralia, 
Ill., purchased ephedrine products with 
a total retail value of $5,079. GX 35, at 
2. Mr. Hilmes testified that Blue Goose 
Liquor is ‘‘the number one Anheuser- 
Busch retailer in that county,’’ was his 
‘‘largest dollar [customer] overall,’’ ‘‘that 
it’s like a country WalMart liquor store,’’ 
and is even outfitted with a ‘‘drive-up 
window.’’ Tr. 183. Moreover, the store is 
located in an industrial area and there 
are ‘‘three shifts of people coming in 
there 24 hours a day.’’ Id. at 184. 

The Government’s evidence showed 
that between June 9 and August 25, 
2006, the Hit-n-Run #8 of Bethalto, Ill., 
purchased ephedrine products with a 
total retail value of $4,699. GX 35, at 18. 
Mr. Hilmes testified that ‘‘[i]t’s always 
been an extremely high dollar ephedrine 
account’’ because no other store in 
Bathalto, Illinois, with the exception of 
the pharmacy and Walgreen’s, carries 
ephedrine. Id. He added that when 
Walgreen’s opened, his ephedrine sales 
to this account dropped by half. Id. 

The Government’s evidence showed 
that between June 7 and August 23, 
2006, the 7–11 #19889 of St. Louis, Mo., 
purchased ephedrine products with a 
total retail value of $2,916. GX 35, at 1. 
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5 The expert did not testify in this proceeding. 

6 Respondent did, however, challenge the expert’s 
credibility. 

7 To make clear, the 1,000 gram threshold for 
sales (within a thirty-day period) of combination 
ephedrine products by a distributor to a retail store 
triggered various recordkeeping and reporting 
requirements. The provision neither prohibited 
sales in excess of the threshold nor provided a safe 
harbor for sales when a distributor had reason to 
know that the products were likely to be diverted. 
See United States v. Kim, 449 F.3d 933, 944 (9th 
Cir. 2006); Sunny Wholesale, Inc., 73 FR 57655, 
57665 (2008); Rick’s Picks, 72 FR 18275, 18278 
(2007). This remains the case with respect to those 
chemicals for which thresholds remain in place. 

Mr. Hilmes testified that, similar to Gas 
Mart, the store is located in a high 
population density area of South St. 
Louis and is open twenty-four hours per 
day, seven days per week. Id. at 185. 
Summarizing his sales to all the above- 
mentioned stores, Mr. Hilmes testified 
that ‘‘they bought a whole lot of’’ other 
products besides ephedrine. Id. 

During January and February 2008, a 
DI went to eight Moto Marts (which are 
chain gas stations and convenience 
stores) in southern Illinois to verify 
whether they were Respondent’s 
customers and to review their logbooks. 
Id. at 30–31 & 69. The DI found that ‘‘the 
same people were buying similar 
products at—within the component of 
eight [stores] we worked on, various 
stores within that component.’’ Id. at 31, 
69. Moreover, the same four 
‘‘individuals accounted for 42 percent of 
the total monthly sales’’ of combination 
ephedrine products at Moto Mart #3111 
for the period October 9, 2007 through 
February 29, 2008. Id. at 34. Of the 
logbook review, he commented that the 
customer establishments were running 
close to CMEA limits but not exceeding 
them. Id. at 70–71. 

The Government also entered into 
evidence two affidavits prepared by an 
expert witness5 for other proceedings 
regarding the normal expected sales 
range of ephedrine products at 
convenience stores in legitimate 
commerce. In one of these affidavits, the 
expert opined that in August 2007, he 
‘‘analyzed national sales data for over- 
the-counter non-prescription drugs that 
contain ephedrine (Hcl).’’ GX 36, at 4. 
Based on his review of data from 
various sources, the affidavit asserts that 
during the year 2006, ‘‘about $172 per 
year or about $14 per month of in-store 
sales [at convenience stores] could be 
attributed to combination ephedrine/ 
guaifenesin tablet products.’’ Id. at 5. 
The expert further opined that ‘‘the 
normal expected retail sale of ephedrine 
(Hcl) tablets in a convenience store 
ranges between $0 and $29, with an 
average of $14.39 and a standard 
deviation of $5.76.’’ Id. at 7–8. In 
addition, the expert opined that ‘‘[a] 
monthly retail sale of $60 of ephedrine/ 
guaifenesin (Hcl) tablets would be 
expected to occur about once in a 
million times in random sampling.’’ Id. 
at 8. 

However, during a proceeding which 
was litigated simultaneously with this 
matter, the methodology used by the 
Government’s expert to determine the 
expected sales range was found to be 
unreliable. See Novelty Distributors, 
Inc., 73 FR 52689, 52694 (2008). As I 

have noted in other cases, even though 
Respondent did not challenge the 
methodology of the Government’s 
expert,6 ‘‘the Agency cannot . . . ignore 
the ultimate finding in Novelty which 
rejected the expert’s conclusions as to 
the expected sales range of ephedrine 
products’’ at convenience stores. Gregg 
& Son Distributors, 74 FR 17517, 17520 
(2009). See also Mr. Checkout North 
Texas, 75 FR 4418, 4421 (2010); CBS 
Wholesale Distributors, 74 FR 36746, 
36748 (2009). Accordingly, I again 
conclude that the Government’s figures 
for the monthly expected sales by 
convenience stores of combination 
ephedrine products for legitimate uses, 
as well as for the statistical probability 
of various sales levels in legitimate 
commerce, are not supported by 
substantial evidence. 

Finally, the DI testified that he was 
not aware that Respondent’s sales 
exceeded the then-existing threshold of 
1,000 grams per thirty-day period. Tr. 
68; see also 21 CFR 
1310.04(f)(1)(ii)(2006).7 Moreover, the 
record contains no evidence that either 
Respondent’s owner or any of its 
employees have ever been convicted of 
an offense related to related to 
controlled substances. 

Discussion 

Section 304(a) of the Controlled 
Substances Act (CSA) provides that a 
registration to distribute a List I 
chemical ‘‘may be suspended or 
revoked* * * upon a finding that the 
registrant * * * has committed such 
acts as would render [its] registration 
under section 823 of this title 
inconsistent with the public interest as 
determined under such section.’’ 21 
U.S.C. 824(a)(4). Moreover, under 
section 303(h), ‘‘[t]he Attorney General 
shall register an applicant to distribute 
a list I chemical unless the Attorney 
General determines that the registration 
of the applicant is inconsistent with the 
public interest.’’ Id. § 823(h). In making 
the public interest determination, 
Congress directed that the following 
factors be considered: 

(1) Maintenance by the [registrant] of 
effective controls against diversion of listed 
chemicals into other than legitimate 
channels; 

(2) compliance by the [registrant] with 
applicable Federal, State and local law; 

(3) any prior conviction record of the 
[registrant] under Federal or State laws 
relating to controlled substances or to 
chemicals controlled under Federal or State 
law; 

(4) any past experience of the [registrant] 
in the manufacture and distribution of 
chemicals; and 

(5) such other factors as are relevant to and 
consistent with the public health and safety. 

Id. 
‘‘These factors are considered in the 

disjunctive.’’ Gregg & Son, 74 FR at 
17520; see also Joy’s Ideas, 70 FR 33195, 
33197 (2005). I may rely on any one or 
a combination of factors, and I may give 
each factor the weight I deem 
appropriate in determining whether to 
revoke an existing registration or deny 
an application for renewal of a 
registration. Gregg & Son, 74 FR at 
17520; Jacqueline Lee Pierson Energy 
Outlet, 64 FR 14269, 14271 (1999). 
Moreover, I am not required to make 
findings as to all of the factors. Morall 
v. DEA, 412 F.3d 165, 173–74 (D.C. Cir. 
2005). 

The Government bears the burden of 
proof. 21 CFR 1309.54. However, where 
the Government has made out a prima 
facie case, the burden shifts to the 
Respondent to show why its continued 
registration is consistent with the public 
interest. 

Having considered the Government’s 
evidence and the relevant factors, I 
conclude that the Government has not 
satisfied its prima facie burden of 
showing that Respondent’s continued 
registration is inconsistent with the 
public interest. Accordingly, 
Respondent’s renewal application will 
be granted and the Order to Show Cause 
will be dismissed. 

The Government did not challenge 
the adequacy of Respondent’s physical 
security, its recordkeeping, or its 
procedures for monitoring its receipt 
and distribution of listed chemicals, all 
of which are relevant in assessing the 
adequacy of its diversion controls. See, 
e.g., Gregg & Son, 74 FR at 17520. 
Instead, the Government’s sole basis for 
seeking the revocation of Respondent’s 
registration was the allegation that it 
sold combination ephedrine products in 
quantities which ‘‘greatly surpass the 
expected sales range [by convenience 
stores] to meet legitimate demand for 
combination ephedrine products’’ and 
that these stores constitute a gray market 
which is the ‘‘primary source for 
precursors that are diverted to illicit 
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8 The record does not establish the standard 
deviation for Respondent’s sales. Nor did the 
Government rebut Respondent’s evidence regarding 
the stores which purchased the largest quantities 
such as their locations and the nature of their 
businesses. 

Moreover, the Government did not file a brief at 
any stage of this matter. I thus conclude that the 
Government does not rely on the disparity between 
Respondent’s average sale and its sales to stores 
such as FISCA to prove that Respondent’s products 
were being diverted. 

methamphetamine laboratory 
operators.’’ ALJ Ex. 1 (¶¶ 6 & 3). 

As found above, the Government’s 
figures for the expected sales range and 
the statistical probability of certain sales 
level of ephedrine products in 
legitimate commerce at convenience 
stores are not supported by substantial 
evidence. Accordingly, there is no basis 
for concluding that Respondent’s sales 
of these products ‘‘greatly surpass the 
expected sales range to meet legitimate 
demand.’’ Id. at 2 (¶ 6). 

The ALJ also acknowledged that when 
compared to Respondent’s average 
monthly sales to its other customers 
($454), Respondent’s sales to the FISCA 
Oil Company and some other stores 
seem excessive. ALJ at 21–22. While 
this evidence is disturbing, I agree with 
the ALJ’s conclusion that this evidence 
only creates a suspicion that diversion 
was occurring.8 Id. at 22. 

Finally, based on the DI’s testimony, 
the ALJ also found that there is no 
evidence that Respondent failed to 
report any suspicious transactions. ALJ 
at 6 & 18. Notwithstanding the DI’s 
testimony, this finding is erroneous. 

On March 9, 2006, the Combat 
Methamphetamine Epidemic Act of 
2005 was signed into law. See USA 
PATRIOT Improvement and 
Reauthorization Act of 2005, Public Law 
109–177, Title VII, 120 Stat.192, 256–77. 
Section 712(b) of the Act eliminated the 
1,000 gram threshold for combination 
ephedrine products. 102 Stat. 264. 
While Congress provided an effective 
date for other provisions of the Act, see, 
e.g., section 711(b)(2) & (c)(3), 120 Stat. 
261, it provided no effective date for 
section 712(b). 

As the Supreme Court has explained, 
‘‘absent a clear direction by Congress to 
the contrary, a law takes effect on the 
date of its enactment.’’ Gozlon-Peretz v. 
United States, 498 U.S. 395, 404 (1991) 
(other citations omitted). And ‘‘‘where 
Congress includes particular language in 
one section of a statute but omits it in 
another section of the same Act, it is 
generally presumed that Congress acts 
intentionally and purposely in the 
disparate inclusion or exclusion.’’’ Id. at 
404–05 (quoting Russello v. United 
States, 464 U.S. 16, 23 (1983) (internal 
quotations omitted)). 

It is therefore clear that the provision 
eliminating the threshold for 
combination ephedrine products 
became effective with the Act’s 
enactment on March 9, 2006. 
Accordingly, thereafter every 
transaction in a combination ephedrine 
product by a distributor became a 
regulated transaction under the CSA, 
and thus, all transactions became 
subject to the recordkeeping and 
reporting requirements of 21 U.S.C. 830, 
including the requirement to report ‘‘any 
regulated transaction involving an 
extraordinary quantity of a listed 
chemical.’’ 21 U.S.C. 830(b). 

Respondent’s sales to the FISCA Oil 
Company, which occurred after the 
threshold was eliminated and which 
were more than ten times its average 
monthly sale (as well as its sales to 
several other stores which were also 
multiple times greater than its average 
sale) involved an ‘‘extraordinary 
quantity’’ within the meaning of the 
statute. While the evidence does not 
establish that the products Respondent 
sold in these transactions were diverted, 
it cannot be seriously disputed that the 
transactions were suspicious and should 
have been reported to the Agency. See 
ALJ at 25 (‘‘[T]he Respondent should 
remain more vigilant in determining 
when a customer is purchasing listed 
chemical products in suspicious 
amounts.’’). 

It is acknowledged that the 
Government did not allege that 
Respondent violated Federal law by 
failing to report these transactions. 
Accordingly, consistent with the Due 
Process Clause, the Agency cannot 
impose a sanction on Respondent for 
these violations. See, e.g., Darrell 
Risner, D.M.D., 61 FR 728, 730 (1996). 
However, while the Order to Show 
Cause must be dismissed, Respondent is 
now on notice that its failure to report 
similar transactions in the future may 
give rise to further proceedings seeking 
the revocation of its registration. 

Order 
Pursuant to the authority vested in me 

by 21 U.S.C. §§ 823(h) and 824(a), as 
well as by 28 CFR 0.100(b) and 0.104, 
I hereby order that the application of 
Hilmes Distributing, Inc., for renewal of 
its DEA Certificate of Registration be, 
and it hereby is, granted. I further order 
that the Order to Show Cause be, and it 
hereby is, dismissed. This order is 
effective immediately. 

Dated: August 4, 2010 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20233 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

Hung Thien Ly, M.D.; Revocation of 
Registration 

On August 28, 2009, the Deputy 
Assistant Administrator, Office of 
Diversion Control, Drug Enforcement 
Administration, issued an Order to 
Show Cause to Hung Thien Ly, M.D. 
(Respondent), of McRae, Georgia. The 
Show Cause Order proposed the 
revocation of Respondent’s DEA 
Certificate of Registration, BL8586147, 
which authorizes him to dispense 
controlled substances as a practitioner, 
and the denial of any pending 
applications to renew or modify his 
registration on two grounds. Show 
Cause Order at 1–2. 

First, the Order alleged that, on 
August 6, 2009, the Georgia Composite 
Medical Board (Board) revoked his 
license to practice medicine in Georgia, 
the State in which he holds his DEA 
registration, and that therefore, he is not 
entitled to maintain his registration. Id. 
(citing 21 U.S.C. 824(a)(3)). Second, the 
Order alleged that on August 14, 2008, 
Respondent was convicted of 129 
counts of violating 21 U.S.C. 841(a)(1), 
by dispensing controlled substances 
‘‘outside the usual course of professional 
practice and for no legitimate medical 
purpose.’’ Id. at 2; see also id. at 1 (citing 
21 U.S.C. 824(a)(2)). 

On September 30, 2009, Respondent 
was served with a copy of the Order to 
Show Cause. Thereafter, on November 
2, 2009, Respondent filed letter waiving 
his right to a hearing and responding to 
the Show Cause Order. Waiver of 
Hearing and Written Response to Order 
to Show Cause at 1. Therein, 
Respondent does not dispute either that 
he has been convicted by a United 
States District Court of violations of 21 
U.S.C. 841 or that the Board has revoked 
his medical license. Id. Rather, he 
maintains that the Board’s action ‘‘was 
based entirely’’ on his conviction and 
that his ‘‘trial was fundamentally 
flawed’’ because he was ‘‘denied 
appointed counsel by the District Court 
and represented himself at trial.’’ 
Moreover, he ‘‘is confident that the 
Eleventh Circuit will grant a new trial 
with appointed counsel and expert 
medical testimony that will demonstrate 
that his practice was consistent with the 
good faith treatment of chronic pain.’’ 
Id. at 1–2. Accordingly, he ‘‘requests that 
good cause is shown to suspend his 
registration [rather than revoke it] * * * 
until such time as the appeal [of his 
conviction] and any subsequent 
proceedings are complete.’’ Id. 
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Thereafter, the Government forwarded 
the record to me for final agency action. 
Having considered the record, I 
conclude that it establishes two separate 
grounds for revoking Respondent’s 
registration. I further reject 
Respondent’s request that his 
registration should be suspended and 
not revoked pending the completion of 
his appeal. I make the following 
findings. 

Findings 
Respondent is the holder of DEA 

Certificate of Registration, BL8586147, 
which authorizes him to dispense 
controlled substances in schedules II 
through V. Respondent’s registration 
was last renewed on March 6, 2006, and 
was to expire on March 31, 2009. 
However, on February 13, 2009, 
Respondent submitted an application to 
renew the registration. I therefore find 
that Respondent’s registration has 
remained in effect pending the issuance 
of this Decision and Final Order. See 5 
U.S.C. 558(c). 

I further find that on May 13, 2009, 
the United States District Court for the 
Southern District of Georgia entered a 
judgment in which it found Respondent 
guilty on 129 counts of violating 21 
U.S.C. 841(a)(1), which prohibits 
‘‘knowingly or intentionally * * * 
distribut[ing], or dispens[ing] * * * a 
controlled substance’’ except as 
authorized by the Controlled Substances 
Act (CSA). See United States v. Ly, No. 
CR407–00286–001 (S.D. Ga. May 13, 
2009) (judgment). According to the 
indictment, the counts were for 
distributing hydrocodone (combined 
with acetaminophen), a schedule III 
controlled substance; alprazolam, a 
schedule IV controlled substance; and 
amphetamine sulfate, a schedule II 
controlled substance. For his crimes, the 
District Court sentenced Respondent to 
97 months in prison; the Court also 
imposed an assessment of $12,900, a 
fine of $200,000, and a term of 
supervised release of five years 
following his release from prison. 

I further find that on August 6, 2009, 
the Georgia Composite Medical Board 
issued a final decision which revoked 
Respondent’s State medical license 
based on his convictions. 

Discussion 
Under Section 304(a) of the CSA, ‘‘[a] 

registration * * * to dispense a 
controlled substance * * * may be 
suspended or revoked by the Attorney 
General upon a finding that the 
registrant * * * has been convicted of 
a felony under this subchapter.’’ 21 
U.S.C. 824(a)(2). The Attorney General 
may also revoke a registration ‘‘upon a 

finding that the registrant * * * has had 
his State license or registration 
suspended, revoked, or denied by 
competent State authority and is no 
longer authorized by State law to engage 
in the * * * dispensing of controlled 
substances.’’ Id. § 824(a)(3). 

As found above, Respondent has been 
convicted of 129 counts of violating 21 
U.S.C. 841(a)(1), a felony under 
subchapter I (the CSA). See id. § 801 
(note). These convictions provide reason 
alone to revoke his registration. 

Moreover, under the CSA, a 
practitioner must be currently 
authorized to handle controlled 
substances in ‘‘the jurisdiction in which 
he practices’’ in order to maintain a DEA 
registration. See 21 U.S.C. 802(21) 
(‘‘[t]he term ‘practitioner’ means a 
physician * * * licensed, registered, or 
otherwise permitted, by * * * the 
jurisdiction in which he practices * * * 
to distribute, dispense, [or] administer 
* * * a controlled substance in the 
course of professional practice’’). See 
also id. § 823(f) (‘‘The Attorney General 
shall register practitioners * * * if the 
applicant is authorized to dispense 
* * * controlled substances under the 
laws of the State in which he 
practices.’’). As these provisions make 
plain, possessing authority under State 
law to handle controlled substances is 
an essential condition for holding a DEA 
registration. 

Accordingly, DEA has held repeatedly 
that the CSA requires the revocation of 
a registration issued to a practitioner 
whose State license has been suspended 
or revoked. David W. Wang, 72 FR 
54297, 54298 (2007); Sheran Arden 
Yeates, 71 FR 39130, 39131 (2006); 
Dominick A. Ricci, 58 FR 51104, 51105 
(1993); Bobby Watts, 53 FR 11919, 
11920 (1988). Respondent’s loss of his 
State authority thus provides an 
additional ground for revoking his DEA 
registration. 

I further reject Respondent’s request 
that his registration only be suspended 
during the pendency of his appeal. As 
explained above, because Respondent 
does not have authority under Georgia 
law to prescribe controlled substances, 
he no longer meets the statutory 
requirement for holding a registration. 
Moreover, in the event that 
Respondent’s confidence in the merits 
of his appeal is borne out, he can apply 
for a new registration upon persuading 
the Board to re-license him. However, 
given that it is entirely speculative 
whether both of these events will occur, 
there is no reason to continue his 
registration in the interim. Accordingly, 
Respondent’s registration will be 
revoked and his pending application to 
renew his registration will be denied. 

Order 
Pursuant to the authority vested in me 

by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I order that 
DEA Certificate of Registration, 
BL8586147, issued to Hung Thien Ly, 
M.D., be, and it hereby is, revoked. I 
further order that any pending 
application of Hung Thien Ly, M.D., to 
renew or modify his registration, be, and 
it hereby is, denied. This Order is 
effective September 15, 2010. 

Dated: August 3, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20209 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 09–28] 

Dewey C. Mackay, M.D.; Revocation of 
Registration 

On February 26, 2009, I, the Deputy 
Administrator of the Drug Enforcement 
Administration (DEA), issued an Order 
to Show Cause and Immediate 
Suspension of Registration to Dewey C. 
MacKay, M.D. (Respondent), of Brigham 
City, Utah. The Show Cause Order 
proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, AM9742380, which 
authorizes him to dispense controlled 
substances as a practitioner, as well as 
the denial of any pending applications 
to renew or modify the registration, on 
the ground that his ‘‘continued 
registration is inconsistent with the 
public interest, as that term is defined 
in 21 U.S.C. 823(f) and 824(a)(4).’’ ALJ 
Ex. 1, at 1. The Order also immediately 
suspended Respondent’s registration on 
the ground that his continued 
registration during the pendency of the 
proceeding ‘‘constitutes an imminent 
danger to public health and safety.’’ Id. 

The Show Cause Order alleged that 
‘‘[f]rom June 2005 to the present,’’ 
Respondent ‘‘issued numerous 
purported prescriptions for controlled 
substances without a legitimate medical 
purpose and outside the usual course of 
professional practice.’’ Id. at 1–2. As 
evidence of his allegedly ‘‘unlawful 
prescribing practices,’’ the Order alleged 
that: (1) On four occasions, M.R., a 
patient of his who cooperated with the 
DEA, visited Respondent and, while she 
‘‘did not exhibit any verifiable medical 
indication warranting the prescribing of 
controlled substances,’’ Respondent 
‘‘issued prescriptions for controlled 
substances to her’’ and did so even after 
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1 This provision provides, in pertinent part: 
Records of * * * prescribing * * * controlled 

substances shall be kept according to State and 
Federal law. Prescribing practitioners shall keep 
records reflecting the examination, evaluation and 
treatment of all patients. Patient medical records 
shall accurately reflect the prescription or 
administration of controlled substances in the 
treatment of the patient, the purpose for which the 
controlled substance is utilized and information 
upon which the diagnosis is based. 

2 Under a regulation of the Utah Division of 
Occupation and Professional Licensing, it is 
‘‘unprofessional conduct’’ for a ‘‘prescribing 
practitioner’’ to ‘‘fail[] * * * to follow the Model 
Policy for the Use of Controlled Substances for the 
Treatment of Pain, 2004, established by the 
Federation of State Medical Boards.’’ Utah Admin. 
Code R156–1–502(6). 

M.R. told him that ‘‘she shared her 
controlled substances with another 
person’’; (2) Respondent issued 
prescriptions for opioids ‘‘to at least four 
patients after engaging in unwelcome 
and inappropriate sexual activity * * * 
and without conducting any type of 
reasonable physical evaluation,’’ that 
‘‘this prescribing pattern indicates’’ that 
he issued ‘‘prescriptions for controlled 
substances in exchange for receiving 
sexual favors’’ and that the prescriptions 
were ‘‘without a legitimate medical 
purpose and outside the scope of 
professional practice’’; (3) a ‘‘qualified 
medical expert’’ reviewed M.R.’s 
medical file and concluded that 
Respondent’s ‘‘evaluation of M.R. was 
inadequate to justify the prescribing of 
controlled substances for her 
conditions,’’ and that the expert had also 
reviewed nine of Respondent’s patient 
files ‘‘selected at random’’ and 
concluded that his ‘‘actions encouraged 
the abuse of controlled substances and 
allowed their misuse’’; (4) the same 
expert ‘‘determined that, with respect to 
four patients who died while under [his] 
care, the controlled substances 
[Respondent] prescribed were present in 
their systems and contributed to their 
deaths’’ and that ‘‘there was no 
justification for [his] long-term 
prescribing of controlled substances to 
these individuals’’; and (5) since the 
execution of a search warrant at his 
office on June 5, 2008, Respondent had 
‘‘continued to prescribe opioids in 
extraordinarily large amounts,’’ which 
was ‘‘consistent with [Respondent’s] 
prior practice of prescribing controlled 
substances without a legitimate medical 
purpose and outside the usual course of 
professional conduct.’’ Id. at 2. 

By letter of March 6, 2008, counsel for 
Respondent timely requested an 
expedited hearing in the matter, ALJ Ex. 
2, at 1; and the matter was placed on the 
docket of the Agency’s Administrative 
Law Judges (ALJ). Thereafter, 
Respondent objected to the 
Government’s having scheduled the 
hearing to be held in Arlington, Virginia 
on April 28, 2009, on the ground that it 
would deny him Due Process; he also 
moved to have the venue of the hearing 
changed to Utah. ALJ Ex. 12. While the 
Government had initially argued against 
changing the location, ALJ Ex. 33, at 1; 
following Respondent’s filing of his 
motion, it retreated from its earlier 
position and withdrew its objection to 
holding the hearing in Salt Lake City, 
Utah. ALJ Ex. 17. However, the ALJ 
denied Respondent’s motion on the 
ground that he had failed to provide 
‘‘sufficient justification’’ to change the 
location of the hearing. ALJ Ex. 18, at 5. 

Thereafter, Respondent also moved for 
the ALJ to recuse himself on the ground 
that he had ‘‘demonstrated partiality and 
bias against both [him] and [his] 
counsel’’ based, in part, on his pre- 
hearing rulings and several exchanges 
which occurred during two conference 
calls. ALJ Ex. 19, at 7–8. On March 30, 
2009, the ALJ denied both motions. ALJ 
Ex. 18, at 2, 5–6; ALJ Ex. 20. 

Thereafter, on April 7, 2009, the 
United States District Court for the 
District of Utah set aside the Order of 
Immediate Suspension, and further 
ordered that the hearing be held in the 
District of Utah. ALJ Ex. 33, at 1. The 
hearing was then rescheduled for April 
28–30, 2009. Id. at 2. The District Court 
also rejected Respondent’s request for 
an Order that the ALJ recuse himself. 
ALJ Dec. at 2. 

Following additional procedures, the 
ALJ conducted a hearing in Salt Lake 
City, Utah, from April 28, 2009 through 
May 1, 2009. At the hearing, both 
parties elicited testimony and 
introduced documentary evidence for 
the record. The Government also 
introduced audio-recordings into the 
record. Following the hearing, both 
parties submitted briefs detailing their 
proposed findings of fact, conclusions of 
law, and argument. 

On July 31, 2009, the ALJ issued his 
recommended decision (ALJ). With 
respect to the first of the five public 
interest factors, see 21 U.S.C. 823(f), (the 
recommendation of the appropriate 
State licensing board or professional 
disciplinary authority), the ALJ found 
that the record contained no evidence of 
a recommendation of any such licensing 
board or disciplinary authority and thus 
concluded that this factor ‘‘does not 
weigh for or against a determination as 
to whether continuation of the 
Respondent’s DEA certification is 
consistent with the public interest.’’ ALJ 
at 94. As to the third factor 
(Respondent’s conviction record under 
Federal or State laws relating to the 
manufacture, distribution or dispensing 
of controlled substances), the ALJ noted 
that the record ‘‘contains no evidence 
that the Respondent has ever been 
convicted of any crime related to the 
manufacture, distribution, or dispensing 
of controlled substances’’ and concluded 
that this ‘‘weighs in the Respondent’s 
favor.’’ Id. at 96. The ALJ noted, 
however, that the ‘‘probative value’’ of 
this finding is ‘‘somewhat diminished by 
the myriad of considerations that are 
factored into a decision to initiate, 
pursue, and dispose of criminal 
proceedings by Federal, State, and local 
prosecution authorities.’’ Id. 

The ALJ then considered together 
factors two (Respondent’s experience in 

dispensing controlled substances), four 
(Respondent’s compliance with 
applicable State, Federal or local laws 
relating to controlled substances), and 
five (such other conduct which may 
threaten the public health and safety). 
Id. More specifically, the ALJ concluded 
that Respondent violated numerous 
provisions of Utah State law. 

First, the ALJ concluded that 
Respondent met with K.D. and wrote 
her controlled substance prescriptions 
after ‘‘touching her in inappropriate, 
intimate, even sexual ways,’’ thereby 
violating Utah Code Ann. § 58–1– 
501(2)(k), which makes sexual abuse 
and exploitation ‘‘unprofessional 
conduct.’’ Id. at 101. Next, with respect 
to patients K.D., M.R. and M.P., the ALJ 
concluded that Respondent ‘‘routinely’’ 
violated Utah Code Ann. § 58–1– 
501(2)(m)(i) in that he ‘‘routinely issued 
prescriptions without first obtaining 
information ‘sufficient to establish a 
diagnosis, to identify conditions, and to 
identify contraindications to the 
proposed treatment.’ ’’ Id. He further 
found that ‘‘Respondent’s recordkeeping 
was not merely sloppy or scant, [but 
that] the records reflect things that never 
happened, do not monitor medication 
efficacy, and do not comply with the 
documentation levels even minimally 
required by Utah Admin. Code R156– 
37–602(1)1 and/or the Model Policy, 
which has been incorporated into Utah 
law by Utah Administrative Code R156– 
1–502.’’2 Id. at 104. 

Next, with respect to K.D., the ALJ 
found that Respondent had continued to 
prescribe controlled substances to her 
‘‘after she confided her concerns that she 
felt she was addicted to prescription 
drugs and wanted treatment,’’ and that 
doing so violated Utah’s regulation 
which prohibits ‘‘knowingly prescribing 
controlled substances to a drug- 
dependent person.’’ Id. at 104–05 (citing 
Utah Admin. Code R156–37–502(6)). 
The ALJ also found that even if 
Respondent considered himself to be 
prescribing narcotics for maintenance 
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3 The ALJ also apparently considered this 
conduct relevant in assessing Respondent’s 
experience in dispensing control substances (which 
it is) although he did not explicitly state as much. 

4 I have carefully considered Respondent’s 
exceptions pertaining to the ALJ’s evaluation of the 
evidence in making my factual findings. 

purposes to K.D., he violated 21 CFR 
1306.07, as Respondent lacked the 
‘‘requisite special registration’’ to so 
prescribe controlled substances. Id. at 
105. 

The ALJ further found that ‘‘[b]ecause 
the controlled substance prescriptions 
that * * * Respondent wrote were not 
preceded by even cursory physical 
examinations or even the minimum 
level of treatment and progress 
information,’’ he violated 21 CFR 
1306.04(a). Id. Finally, the ALJ 
determined that ‘‘[b]ecause * * * 
Respondent routinely ignored obvious 
indications of abuse of controlled 
substances by his patients and took no 
real steps to address that abuse,’’ 
Respondent violated his ‘‘obligations to 
guard against and provide effective 
controls against the diversion of 
controlled substances in accordance 
with 21 CFR 1301.71(a) and Utah 
Administrative Code R156–37–502(2).’’ 
Id. The ALJ thus concluded that ‘‘under 
the Fourth public interest factor, 
consideration of the Respondent’s 
disregard of State and Federal laws 
related to controlled substances in the 
course of his controlled substance 
prescribing practices militates in favor 
of the revocation of his Certificate of 
Registration.’’ Id.3 

As for the fifth factor, the ALJ 
indicated that ‘‘Respondent’s trading of 
physical intimacy for controlled 
substance prescriptions with K.D., the 
abysmal and misleading character of his 
patient-care documentation, the virtual 
ignoring of blatant indications of 
diversion exhibited by some of his 
patients, his practice of prescribing 
controlled substances without 
examining or even minimally 
questioning his patients beyond 
ascertaining which controlled 
substances they desired * * * are [all] 
practices that impact upon the public 
health and safety.’’ Id. at 106. The ALJ 
also cited Respondent’s repeated 
requests of K.D. during her undercover 
visits as to whether she was wearing a 
wire and working for DEA. Id. at 107. 
As he noted, ‘‘these repeated inquiries’’ 
not only ‘‘reflect[] * * * Respondent’s 
poor judgment and naiveté,’’ they also 
‘‘demonstrate consciousness of guilt.’’ Id. 
Furthermore, the ALJ determined that 
‘‘Respondent’s persistence in conducting 
his practice in this manner [in trying to 
ascertain whether the patient was 
working for DEA instead of asking the 
appropriate medical questions to 
formulate a basis for prescribing the 

controlled substances which he 
prescribed] reflects an astounding 
absence of any kind of remorse or 
acceptance of responsibility.’’ Id. at 108. 

The ALJ also found that Respondent’s 
‘‘unprofessional conduct’’ in not 
following the documentation 
requirements imposed by the Model 
Policy ‘‘constitutes sufficient 
justification, even standing alone, to 
support a revocation of the 
Respondent’s DEA registration as 
contrary to the public interest.’’ Id. at 
108–09. Moreover, the ALJ further 
found that Respondent’s failure ‘‘to react 
to multiple ‘red flags’ of drug abuse and/ 
or misuse demonstrated by his patients’’ 
violated Utah Administrative Code 
R156–37–502 by ‘‘‘fail[ing] to maintain 
controls over controlled substances 
which would be considered by a 
prudent practitioner to be effective 
against diversion * * * of controlled 
substances.’’’ Id. at 109. 

The ALJ thus concluded that ‘‘the 
Government ha[d] established that the 
Respondent has committed acts that are 
inconsistent with the public interest.’’ 
Id. at 114. Because Respondent ‘‘has not 
accepted responsibility for his actions, 
expressed remorse for his conduct at 
any level, or presented evidence that 
could reasonably support a finding that 
the Deputy Administrator should 
continue to entrust him with a 
registration,’’ the ALJ recommended that 
I revoke Respondent’s registration and 
deny any pending applications to renew 
his registration. Id. 

On August 24, 2009, Respondent filed 
Exceptions to the ALJ’s decision. 
Therein, Respondent argues that the 
record lacks substantial evidence to 
support the allegations that nine 
patients were ‘‘improperly treated,’’ that 
he engaged in ‘‘sexual impropriety,’’ and 
that his ‘‘care caused the death of a 
patient.’’ Resp. Exceptions, at 2. 
Respondent also contends that ‘‘the ALJ 
disregard[ed] reliable testimony of 
[Respondent’s] witnesses and afford[ed] 
the Petitioner’s (or ‘DEA’) witnesses an 
unsupportable amount of deference,’’ 
that he engaged in ‘‘a one sided 
assessment of the evidence rather than 
weighing disputed evidence offered in 
response by [Respondent], and * * * 
ignore[d] evidence that [was] not 
disputed, that [was] supportive of 
[Respondent],’’ and that the 
‘‘recommended decision [was] rife with 
bias and written in the tone of an 
advocate rather than an impartial ALJ.’’ 
Id. at 2–3. Respondent further claims 
that the ALJ did not, in fact, ‘‘weigh’’ the 
statutory factors. Id. at 7–8. 

On August 25, 2009, the ALJ 
forwarded the record to me for final 
agency action. Having carefully 

reviewed the record as whole, as well as 
Respondent’s Exceptions,4 I concur with 
the ALJ’s ultimate conclusion that 
Respondent has committed acts which 
render his continued registration 
inconsistent with the public interest and 
that he has failed to provide evidence 
sufficient to establish why he can be 
entrusted with a registration. 
Accordingly, I will adopt the ALJ’s 
recommendation, revoke Respondent’s 
registration and deny any pending 
applications to renew his registration. 

However, before proceeding to make 
my factual findings, the record in this 
matter contains a motion to recuse the 
ALJ, which is accompanied by the 
affidavits of Respondent’s two counsels. 
See ALJ Ex. 19. Under 5 U.S.C. 
556(b)(3), ‘‘[o]n the filing in good faith 
of a timely and sufficient affidavit of 
personal bias or other disqualification of 
a presiding or participating employee, 
the agency shall determine the matter as 
a part of the record and decision in the 
case.’’ 

Respondent’s motion is based largely 
on exchanges that occurred during what 
appears to have been a somewhat heated 
conference call, the ALJ’s having 
rejected several of his motions, and the 
Government’s alleged tainting of the ALJ 
by sending him a letter which references 
an allegation of sexual impropriety on 
Respondent’s part. ALJ Ex. 19, at 1–9; 
see also ALJ Ex. 10, at 1. I conclude, 
however, that Respondent’s affidavits 
are insufficient to establish that the ALJ 
was personally biased against 
Respondent or his counsels. 

As for the ALJ’s conduct of the 
conference call, the allegations that he 
cut off one of the lawyers and asked him 
if he had ever practiced administrative 
law (which, according to the ALJ, 
happened when he attempted to explain 
to Respondent’s lawyers the limited 
scope of discovery in the proceeding, 
see ALJ at 3 n.3.), is hardly so far 
outside of the norms of judicial conduct 
as to overcome the presumption of 
impartiality that attaches to the ALJ’s 
conduct of the proceeding. See Liteky v. 
United States, 510 U.S. 540, 555–556 
(1994) (‘‘Not establishing bias or 
partiality * * * are expressions of 
impatience, dissatisfaction, annoyance, 
and even anger, that are within the 
bounds of what imperfect men and 
women, even after having been 
confirmed as Federal judges sometimes 
display. A judge’s ordinary efforts at 
courtroom administration—even a stern 
and short-tempered judge’s ordinary 
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5 To make clear, having reviewed the transcript, 
there is no evidence that the ALJ conducted himself 
with anything other than the temperament which is 
expected of a judicial officer. 

6 In accordance with 5 U.S.C. 556(e), I have taken 
official notice of the registration records of the 
Agency pertaining to Respondent. In accordance 
with this provision and DEA’s regulation, 
Respondent ‘‘is entitled * * * to an opportunity to 
show the contrary’’ by filing a motion for 
reconsideration within twenty (20) days of the date 
this order is served by being placed in the mail. 

7 Dr. Lynn Webster, although qualified as an 
expert witness in medicine and pain medicine, did 
not present substantial testimony on pain medicine 
and testified only about the death of Respondent’s 
patient D.W. 

8 Dr. Hare continues to see patients two days a 
week and also teaches on the clinical staff of the 
University of Utah Operating Room Anesthesiology 
Staff. GX 23, at 5; Tr. 37. 

efforts at courtroom administration- 
remain immune.’’).5 

Nor is the contention made persuasive 
by the ALJ’s having ruled against 
Respondent on several issues. As the 
Supreme Court has further explained, 
‘‘judicial rulings alone almost never 
constitute a valid basis for a bias or 
partiality motion.’’ Id. at 555 (citing 
United States v. Grinnell Corp., 384 U.S. 
563, 583 (1966)). Notably, Respondent 
did not challenge any of these rulings in 
his exceptions. Finally, the allegation 
that the ALJ was impermissibly tainted 
because the Government sent a letter to 
the ALJ seeking a subpoena which set 
forth that a patient had ‘‘alleged that [he] 
subjected her to inappropriate sexual 
activity,’’ ALJ Ex. 10, ignores that in 
every case an ALJ is required to read the 
Order to Show Cause and the allegations 
contained therein (as well as other 
documents such as pre-hearing 
statements which disclose what a 
potential witness may testify to). A 
judge, however, is presumptively able to 
distinguish between what is an 
allegation and what has been proved 
with evidence. 

I therefore hold that the ALJ properly 
denied Respondent’s recusal motion. I 
further note that when Respondent 
sought injunctive relief on the same 
issue in the District Court, the Court 
denied the motion. 

Findings of Fact 
Respondent currently holds DEA 

Certificate of Registration AM9742380, 
which authorizes him to dispense 
controlled substances in schedules II 
though V as a practitioner.6 ALJ Ex. 6, 
at 10. While Respondent’s registration 
was to expire on January 31, 2008, on 
December 18, 2007, Respondent filed a 
renewal application. Because 
Respondent’s renewal application was 
timely filed, in accordance with the 
Administrative Procedure Act, I find 
that Respondent’s registration has 
remained in effect pending the issuance 
of this Decision and Final Order. See 5 
U.S.C. 558(c). 

Respondent holds a physician’s 
license issued by the State of Utah and 
is a board-certified orthopedic surgeon. 
RX 12. Sometime around 2001, 
Respondent underwent cardiac bypass 

surgery, which apparently resulted in 
damage to his hand. Tr. 1307. 
Thereafter, Respondent gradually 
reduced the number of surgeries he 
performed, and in 2006, ceased 
performing surgeries altogether. Id. at 
1308–09. As his surgical practice 
decreased, Respondent commenced 
seeing chronic pain patients, id., and by 
February 2007, eighty-five percent of his 
practice involved pain patients. Id. at 
504, 1307. 

According to P.E., his former office 
manager, who had worked for him from 
March 1986 until February 2007, 
Respondent, as a pain management 
doctor, was seeing an average of 90 to 
100 patients a day, and he would see the 
patients for three to five minutes each. 
Id. at 506–07. See also id. at 1583 
(testimony of Investigator that T.S., an 
employee of Respondent stated during 
an interview that Respondent ‘‘saw 
between 85 and 90 patients per day’’ and 
that he ‘‘did not perform any physical 
examinations’’ because he was a pain 
management doctor). By contrast, Dr. 
Perry Fine, who testified for Respondent 
as an expert in pain management, stated 
that in an eight-hour day (with a 30- 
minute lunch break), he could see 
‘‘maybe 24, 30 patients at the most.’’ Id. 
at 782. P.E. further testified that it ‘‘was 
not part of the routine procedure’’ to 
take the patient’s vital signs ‘‘on each 
visit’’ and that when there was ‘‘a lull in 
the patient flow,’’ Respondent would 
‘‘pick up the charts and write the 
prescriptions before the patients 
arrived.’’ Id. at 513; see also id. at 538 
& 542 (testimony of former employee 
J.N.). 

DEA initiated an investigation of 
Respondent upon receiving information 
from the Box Elder Narcotics Strike 
Force, which had, in its own 
investigation, interviewed several 
individuals, conducted several 
undercover operations, and determined 
that Respondent was issuing unlawful 
controlled substance prescriptions. Id. 
at 940–41; see also 21 CFR 1306.04(a). 
In addition to interviewing several 
former patients of Respondent, DEA 
executed search warrants on or about 
June 5, 2008, and on January 22, 2009, 
when it obtained various patient 
records. Tr. 1065. DEA also obtained the 
cooperation of two persons (M.R. and 
K.D.), who agreed to perform 
undercover visits with Respondent. Id. 
at 942, 944. 

The four undercover visits of M.R. 
occurred on October 9, November 27, 
December 24, 2007 and January 29, 
2008. The four undercover visits of K.D. 
occurred on November 3, November 24, 
December 1, and December 22, 2008. In 
addition there was a recorded telephone 

conversation between K.D. and 
Respondent on November 20, 2008. 
During the course of the investigations, 
DEA Investigators obtained various 
patient records which were entered into 
evidence. Before proceeding to analyze 
the evidence pertaining to the specific 
patients, a review of the parties’ 
evidence regarding what practices 
satisfy the longstanding requirement of 
Federal law that a prescription ‘‘must be 
issued for a legitimate medical purpose 
by an individual practitioner acting in 
the usual course of his professional 
practice,’’ 21 CFR 1306.04(a), is 
warranted. 

The Parties Evidence Regarding the 
‘‘Usual Course of Professional Practice’’ 

Both parties put on extensive 
evidence on the issue of whether 
Respondent’s prescriptions were issued 
in the usual course of professional 
practice and were for a legitimate 
medical purpose. Dr. Bradford D. Hare 
testified for the Government, and Dr. 
Perry Fine for Respondent.7 Both Drs. 
Hare and Fine also submitted written 
affidavits, regarding their reviews of the 
medical files of additional patients as 
well as the requirements for writing 
legitimate prescriptions for controlled 
substances under Federal and State law. 

Dr. Bradford D. Hare, who has 
practiced medicine since 1975, is an 
anesthesiologist who is board-certified 
in pain medicine and has nearly thirty 
years of experience in the specialty of 
pain management. Tr. 34–35. Dr. Hare 
holds both an M.D. and a Ph.D. in 
pharmacology, which he received from 
the University of Utah. Id. at 35; GX 23, 
at 1. At the time of the hearing, Dr. Hare 
practiced pain management at the 
University of Utah’s Pain Treatment 
Center, where he is also the Director of 
the Fellowship Program at the 
University’s Pain Management Center.8 
Tr. 37; GX 23, at 2. He also holds the 
positions of Vice Chairman of Pain 
Management Services, Department of 
Anesthesiology, and Associate Professor 
of Anesthesiology and Pharmacology, 
both at the University of Utah. GX 23, 
at 2. Dr. Hare has published extensively 
in professional journals and in book 
chapters, and has made numerous 
presentations on pain management. GX 
23, at 12–25. He also serves as a 
consultant to the Utah Division of 
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9 The Model Policy states that: 
The Board will consider prescribing * * * 

controlled substances for pain to be for a legitimate 
medical purpose if based on sound clinical 
judgment. All such prescribing must be based on 
clear documentation of unrelieved pain. To be 
within the usual course of professional practice, a 
physician-patient relationship must exist and the 
prescribing should be based on a diagnosis and 
documentation of unrelieved pain. 

GX 9, at 3. The Model Policy then states that 
‘‘[t]he Board will judge the validity of the 
physician’s treatment of the patient based on 
available documentation, rather than solely on the 
quantity and duration of medication 
administration.’’ Id. 

With respect to evaluation of a patient, the Model 
Policy provides that: 

A medical history and physical examination must 
be obtained, evaluated, and documented in the 
medical record. The medical record should 
document the nature and intensity of the pain, 
current and past treatments for pain, underlying or 
coexisting diseases or conditions, the effect of pain 
on physical and psychological function, and history 
of substance abuse. The medical record also should 
document the presence of one or more recognized 
medical indications for the use of a controlled 
substance. 

Id. 
As for the physician’s treatment plan, the Model 

Policy states: 
The written treatment plan should state 

objectives that will be used to determine treatment 
success, such as pain relief and improved physical 
and psychosocial function, and should indicate if 
any further diagnostic evaluations or other 
treatments are planned. After treatment begins, the 
physician should adjust drug therapy to the 
individual medical needs of each patient. Other 
treatment modalities or a rehabilitation program 
may be necessary depending on the etiology of the 
pain and the extent to which the pain is associated 
with physical and psychosocial impairment. 

Id. at 4. 
The Model Policy also states that ‘‘[t]he physician 

should periodically review the course of pain 
treatment and any new information about the 
etiology of the pain or the patient’s state of health.’’ 
Id. Continuing, the Model Policy states that 
‘‘[o]bjective evidence of improved or diminished 
function should be monitored * * *. If the patient’s 
progress is unsatisfactory, the physician should 
assess the appropriateness of continued use of the 
current treatment plan and consider the use of other 
therapeutic modalities.’’ Id. 

Finally, the Model Policy states that ‘‘[t]he 
physician should keep accurate and complete 
records to include[:] 1. the medical history and 
physical examination, 2. diagnostic, therapeutic 
and laboratory results, 3. evaluations and 
consultations, 4. treatment objectives, 5. discussion 
of risks and benefits, 6. informed consent, 7. 
treatments, 8. medications (including date, type, 
dosage and quantity prescribed), 9. instructions and 
agreements and 10. periodic reviews.’’ Id. 

Professional Licensing (DOPL) and 
currently is a member of its Diversion 
Committee. Id. at 2–3. Dr. Hare was 
qualified as expert witness in pain 
management practice in Utah and in 
prescribing controlled substances in 
pain management practice. Id. at 40–41. 

Dr. Hare testified that Utah has 
adopted the Federation of State Medical 
Boards May 2004 Model Policy for the 
Use of Controlled Substances for the 
Treatment of Pain (hereinafter, Model 
Policy), the essential provisions of 
which are set forth below.9 Dr. Hare 

testified that in the usual course of 
professional practice, prior to 
prescribing a controlled substance for 
treating pain, a patient presents a 
medical complaint which the physician 
then evaluates. Id. at 43–44. According 
to Dr. Hare, the evaluation and proper 
diagnosis requires both taking a medical 
history and performing a physical 
examination. Id. at 44. 

Taking the medical history includes 
asking the patient questions about what 
causes the pain, when did it occur, what 
treatments the patient has had, and 
what things alleviate or increase the 
pain. Id. The history should also 
include the patient’s ‘‘medication 
history’’ and any ‘‘history of substance 
abuse’’ as required by the Model Policy. 
Id. at 54. Moreover, the patient’s 
medical records should be obtained and 
reviewed. Id. at 46. 

Dr. Hare testified that the physical 
examination includes taking the 
patient’s vital signs, blood pressure, 
temperature, and heart rate; listening to 
the patient’s heart and lungs; 
performing a neurological examination, 
which ‘‘involves checking reflexes 
* * * [and] the sensation particularly 
from one side of the body to the other’’ 
and which merges into the 
musculoskeletal examination; and a 
musculoskeletal examination, which is 
used to determine the patient’s strength 
and whether he/she has lost strength 
due to the complaint. Id. at 49–51. Dr. 
Hare further testified that even if a 
patient brings her medical records to the 
initial visit, and those records show that 
another physician has recently 
performed a physical exam, a physician 
should still conduct his own 
examination because he might make 
different findings than the previous 
physician or find that a new problem 
has developed. Id. at 52. However, the 
physician need not repeat diagnostic 
tests such as x-rays, MRIs and labs. Id. 
at 53. 

The diagnosis ‘‘dictate[s] the type of 
treatment that [was] most appropriate.’’ 
Id. at 44–45. For instance, there are 
various types of pain such a 
neuropathic, diabetic neuropathic, and 
musculoskeletal. Id. While ‘‘there are 
some types of pain where opioid 
medications are a primary type of 
treatment[,] [t]here are other types of 
pain [such] as neuropathic pain * * * 
where one would not start with * * * 
opioids.’’ Id. Moreover, musculoskeletal 
pain ‘‘responds best to physical therapy 
* * * better than pain medicine.’’ Id. 

Dr. Hare stressed that the Model 
Policy requires certain documentation 
for using controlled substances to treat 
pain with controlled substances, such as 
a proper medical history which includes 

a patient’s history of substance abuse 
and information regarding prior 
medications. Id. at 54. Dr. Hare also 
testified that in the ‘‘usual course of 
professional practice for pain 
management,’’ a physician must 
document in the patient’s medical 
record the steps discussed above ‘‘prior 
to issuing a controlled substance 
prescription.’’ Id. at 55. He further 
testified that the ‘‘usual course of 
professional practice’’ includes 
establishing a treatment plan at the first 
visit, as well as asking the patient for a 
pain rating which is typically done 
using ‘‘a zero to ten scale’’ and which is 
repeated at subsequent visits. Id. at 56– 
57. 

To evaluate the effectiveness and 
appropriateness of the treatment plan, at 
follow-up visits, the physician should 
ask whether the prescribed treatment, 
including any medications, helped, and 
whether the medication is causing side 
effects. Id. at 56–58. A physician should 
document the patient’s response to 
these questions; if the physician decides 
to change the medication, the reason for 
the change should be documented. Id. at 
58–59. Moreover, if the patient develops 
additional problems such as anxiety or 
the inability to sleep, the physician 
should document the problem, the 
treatment plan for the particular 
problem, and the reason for prescribing 
any additional drug. Id. at 59. While Dr. 
Hare testified that it is ‘‘never 
appropriate under * * * any 
circumstances’’ for a physician to touch 
a patient in a sexual manner, he then 
added that ‘‘there could be the situations 
where there’s a romantic involvement, 
but * * * just like in any other 
professional setting, if something like 
that would occur, it has to be put out 
in public.’’ Id. at 60. 

Dr. Perry Fine is a physician who is 
board-certified in anesthesiology, and 
holds subspecialty certifications in pain 
management as well as hospice and 
palliative care. Id. at 614; RX 11, at 1. 
Dr. Fine is a professor of anesthesiology 
at the University of Utah and is also on 
the faculty of its Pain Research Center. 
Tr. 610. After completing a residency in 
anesthesiology at the University of Utah 
and a pain medicine fellowship at the 
University of Toronto, he joined the 
faculty of the University of Utah. Id. at 
611. At the time of the hearing, Dr. Fine 
served on the Board of Directors of both 
the American Academy of Pain 
Medicine and the American Pain 
Foundation. Id. at 615. He has also 
published extensively on pain 
management and anesthesiology and 
has done numerous presentations. RX 
11, at 9–57. Dr. Fine was also qualified 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00075 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49961 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

10 According to Dr. Fine, behaviors are used to 
assess pain in ‘‘pre-verbal children or mentally 
incapable children or adults, or in patients with 
advanced dementing illness who can’t verbally 
report.’’ Tr. 628. 

11 While this question is not very clear, Dr. Fine’s 
answer was clear. 

as an expert in pain management 
practice and prescribing. Tr. 611–12. 

Based on some of the records he 
reviewed, Dr. Fine maintained that 
Respondent’s ‘‘prescribing practices 
* * * were done in the usual and 
customary routine of a physician-patient 
relationship,’’ id. at 622, whatever that 
means. Dr. Fine testified that, based on 
the evidence he reviewed, Respondent 
‘‘saw these patients * * * in a 
professional medical environment. He’d 
established a relationship with them, 
with recurrent visits and follow-up 
appointments, to evaluate the effective 
therapy, and to fulfill the obligations of 
prescribing controlled substances.’’ Id. 
He also maintained that in several of the 
cases he reviewed, Respondent had 
consulted with other clinicians and that 
his ‘‘interpretation of that is that 
certainly met with approval within that 
local community standard.’’ Id. at 624. 
Dr. Fine also testified that there is ‘‘no’’ 
test for pain, and that ‘‘[t]here are really 
only two ways to evaluate whether a 
patient has pain or not. One is what 
they tell you, and the other is by 
behaviors.’’ Id. at 627–28. Dr. Fine then 
explained that there are ‘‘a number of 
tools we use to try and have patients 
rate their pain intensity,’’ including 
‘‘verbal descriptor scales, numerical 
scales, [and] pictorial scales.’’ Id. at 
628.10 He also maintained that what a 
patient tells a physician is ‘‘certainly a 
large component of what constitutes 
* * * at least on a first-run basis, what 
we would consider to be the most valid 
or reliable indicator of a patient’s pain 
experience.’’ Id. 

On cross-examination, Dr. Fine 
acknowledged that in the ‘‘usual course 
of professional practice’’ in pain 
management, ‘‘the patient presents with 
* * * an essentially, a compelling case, 
based upon their history and physical 
findings, and whatever corroborating 
laboratory or imaging studies may be 
required, depending upon the patient’s 
circumstances.’’ Id. at 704. Moreover, 
‘‘within the course of their professional 
conduct,’’ the physician must make ‘‘a 
reasonable effort to * * * try and 
understand what risks there might be of 
misuse, abuse, diversion, addiction, 
tolerance, dependence, all the various 
pharmacological and sort of social 
responsibility issues that come with 
prescribing.’’ Id. at 704–05. A treatment 
plan is then initiated which ‘‘is 
appropriate to the level of risk, and 
monitors that patient accordingly.’’ Id. at 
705. 

While Dr. Fine acknowledged that 
obtaining and documenting a patient’s 
history is part of the usual course of 
professional practice for prescribing a 
controlled substance, he then 
maintained that ‘‘in the usual course of 
medical education, the details of the 
pain history are not spelled out under 
law, so much as spelled out under best 
practices.’’ Id. at 706. Continuing, he 
maintained that ‘‘what we hope, of 
course, is that best practices become 
standard over the course of time’’ but 
then claimed that ‘‘for physicians’’ in the 
middle of their careers, ‘‘the opportunity 
to inculcate that level of skill or 
expertise simply has been lacking.’’ Id. 
He then asserted that while ‘‘ideally, and 
under best practices,’’ the ‘‘usual course 
of professional practice’’ requires that ‘‘a 
medical history documents activities 
that [the patient reports] exacerbate or 
mitigate the pain,’’ this is ‘‘not 
necessarily so.’’ Id. at 707. He then 
maintained that in a medical record, 
‘‘you would rarely see a line item that 
said what exacerbates the pain, what 
relieves the pain.’’ Id. at 708. 

Continuing his answer, Dr. Fine then 
stated that physicians ‘‘might describe 
the pain in other ways. They may give 
it a numerical score. They may just say 
the patient has pain; they may not even 
say that.’’ Id. When then asked if the 
usual course of professional practice 
requires documenting the frequency and 
intensity of the reported pain, he 
responded, ‘‘That’s highly desirable. I 
teach that; I wish everybody did it 
* * * . It’s simply not yet the standard 
of care.’’ Id. 

As to Utah’s adoption of the Model 
Policy as part of its regulations, Dr. Fine 
opined that ‘‘I think it holds up a 
standard that would be desirable * * *. 
But very few physicians in the State 
would make that grade.’’ Id. at 708–09. 
When asked whether the CSA’s ‘‘usual 
course of professional practice’’ standard 
is an objective standard or what most 
physicians do, Dr. Fine answered: 

I think it’s a desirable standard that’s been 
put forth for very good reason, and supported 
by people who have expertise in pain 
medicine and want to both optimize the 
health and well-being of individual patients, 
and limit the * * * adverse consequence of 
problematic prescribing. But I daresay that in 
terms of in practice, how it’s actualized, we 
could not call that standard in the way * * * 
[i]n a tort sense, what constitutes a standard 
of practice in the community, in the region, 
in the nation. 

Id. at 709. 
However, when asked whether it 

would be in the usual course of 
professional practice ‘‘if most physicians 
prescribe controlled substances without 

ever performing a physical exam,’’ 11 Dr. 
Fine answered that ‘‘it is certainly a 
requirement, in terms of meeting 
reasonable standards of practice and 
standards of care, that some form of 
physical examination in proportion to 
or pursuant to the problem in front of 
the physician’’ be done. Id. at 710–11. 
Dr. Fine then acknowledged that 
documenting the findings of a physical 
exam is part of the usual course of 
professional practice. Id. at 712. 
However, he then maintained that, 
notwithstanding the Model Policy’s 
statement that ‘‘the effect of pain on 
physical and psychological function’’ 
should be documented, this is only ‘‘a 
highly desirable evaluative point. But 
not necessarily what most people do 
most of the time.’’ Id. He then asserted 
that the ‘‘usual course of professional 
practice’’ standard does not ‘‘get[] to that 
granular a level.’’ Id. at 713. 

When asked whether the ‘‘usual 
course of professional practice’’ required 
documenting a patient’s history of 
substance abuse, Dr. Fine acknowledged 
that ‘‘a history of substance abuse, active 
addiction, * * * chemical dependency, 
or known diversion is highly 
problematic’’ and that there is ‘‘a 
professional obligation to at least 
acknowledge [that] and have a plan that 
manages that.’’ Id. at 713–14. He also 
acknowledged that the ‘‘usual course of 
professional practice’’ requires that a 
physician document in a patient’s 
medical record one or more recognized 
medical indications for prescribing a 
controlled substance. Id. at 714. 

Dr. Fine further testified that a 
physician’s recitation of a patient’s 
complaint does not, by itself, constitute 
a diagnosis. Id. at 725. While he then 
acknowledged that the usual course of 
professional practice requires that a 
physician document a diagnosis before 
prescribing a controlled substance, he 
then maintained that ‘‘chronic pain is a 
legitimate diagnosis, for which there is 
no corroborative test other than what 
the patient says’’ and that a physician ‘‘is 
under absolutely no obligation to rule 
out every single potential cause of that 
problem.’’ Id. In his affidavit, Dr. Fine 
further stated, ‘‘[i]n large part, chronic 
pain diagnosis and treatment relies on a 
patient’s self-reporting to the physician, 
and a doctor is absolutely entitled to 
rely on the patient’s self-report of pain.’’ 
RX 36, at 3. He also stated: 

It is my medical opinion that an 
experienced orthopaedic surgeon, such as 
[Respondent], who had seen a patient 
routinely over a period of time, would not 
necessarily need to conduct a comprehensive 
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12 Apparently, Dr. Fine was referring to the 
International Classification of Diseases, a 
publication of the World Health Organization. 

13 Dr. Fine testified that a physician is not 
obligated to see a patient every time that he writes 
a controlled substance prescription for her. Id. at 
757. 

physical examination or exhaustive work-up 
on every visit from the patient during the 
maintenance phase of treatment. Much of the 
diagnosis and treatment of chronic pain 
involves observational analysis by the 
physician including affect and pain related 
behavior during interview, watching the 
patients’ [sic] gait, ability to sit down, ability 
to get up, ability to ambulate, etc. 

Id. 
Dr. Fine also testified that with 

chronic pain, ‘‘the diagnosis * * * 
oftentimes sound[s] like it came out of 
the patient’s mouth.’’ Tr. 726. He 
maintained that this is justified because 
the ‘‘International Classification of 
Diagnoses’’ 12 includes a code for ‘‘arm 
pain’’ even though ‘‘there could be a 
hundred different causes of arm pain.’’ 
Id. However, Dr. Fine then admitted that 
while ‘‘arm pain’’ could be a diagnosis, 
the physician would have to do a 
physical exam and, in his own words, 
‘‘before you do that, you take more 
history’’ before prescribing a controlled 
substance. Id. at 726–27. 

As to the usual course of professional 
practice for follow-up visits, Dr. Fine 
testified that in his own practice, he 
utilizes ‘‘the four As’’ to evaluate his 
patients and that this is ‘‘what we teach’’ 
to doctors around the country. Id. at 
764–67. He further testified that these 
guidelines were published some four to 
five years earlier, id. at 767, and they 
were now ‘‘very commonly used.’’ Id. at 
764. ‘‘The four As’’ stand for ‘‘analgesia, 
activities, adverse effect, [and] aberrant 
drug-related behaviors.’’ Id. at 765. Dr. 
Fine clarified that ‘‘analgesia’’ means 
‘‘analgesic efficacy’’; that ‘‘activities’’ is 
‘‘really about [a patient’s] functional 
capacities’’; that ‘‘adverse effects’’ are the 
effects caused by taking a controlled 
substance; and ‘‘aberrant behavior * * * 
would include anything that indicated 
misuse, abuse, drug-seeking behavior, 
* * * missed appointments * * * not 
following through with 
recommendations for physical therapy, 
behavioral therapy, [and] referrals.’’ Id. 
at 765–66. 

When then asked whether it is ‘‘the 
usual course of practice to fail to ask a 
patient about the efficacy of [an] opioid 
that is being prescribed over a period of 
four months, when [the physician] 
see[s] that patient each month?’’; Dr. 
Fine answered: ‘‘I can’t speak to DEA 
requirements. I would say that it 
certainly would be a reasonable 
expectation in the course of 
conventional medical practice.’’ Id. at 
768–69. He then acknowledged that 
during at least one of the follow-up 

visits, he would expect the physician to 
ask his patient if the medicine was 
helping, if her pain had worsened, if 
there were any activities which 
increased her pain, and if anything 
reduced her pain.13 Id. at 769. 

As to whether the ‘‘usual course of 
professional practice’’ included 
documenting a change to an existing 
controlled-substance prescription, Dr. 
Fine testified that ‘‘[i]t’s recommended’’ 
and that ‘‘it would be a good practice.’’ 
Id. at 722. However, he indicated that he 
would ‘‘have trouble elevating [that] to 
an absolute requirement or necessity.’’ 
Id. 

As to whether, when a patient 
presents a new pain complaint, the 
‘‘usual course of professional practice’’ 
requires obtaining the history of the 
injury and performing a physical exam 
on that area, Dr. Fine stated that 
‘‘[t]aking * * * a reasonable history and 
examination of any new problem would 
be considered a reasonable practice 
* * * [t]hat’s necessary * * * to do a 
professional job as a doctor.’’ Id. at 724. 
However, the physician could ‘‘refer the 
patient to someone else if [the condition 
is] beyond [his] expertise.’’ Id. Here 
again, the evaluation should ‘‘include a 
history, physical examination and 
laboratory tests or imaging studies,’’ 
although Dr. Fine maintained that the 
‘‘obligation is not to do any of those 
* * * with any rigor outside of the 
necessity of making that which is 
necessary to make a reasonable 
diagnosis.’’ Id. at 724–25. 

After acknowledging that it would be 
a ‘‘sign of doctor-shopping’’ if a 
pharmacy called and reported that a 
patient had filled ‘‘the same exact 
prescription for Oxycontin from two 
other doctors in the last week,’’ Dr. Fine 
stated that ‘‘in our practice, we run’’ 
DOPL (State prescription monitoring) 
reports ‘‘as a matter of course,’’ and do 
so even if there is no concern that a 
particular patient is seeking drugs from 
other physicians. Id. at 718–19. Dr. Fine 
testified that if a report showed that a 
patient is getting a controlled substance 
from multiple physicians, it ‘‘may be’’ an 
indication of doctor shopping, but the 
report ‘‘doesn’t signal a diagnosis or a 
conclusion in and of itself.’’ Id. at 719. 
He later testified that checking the 
DOPL database when regularly 
prescribing large amounts of opioid 
analgesics would ‘‘reflect best practices, 
but a minority, a small minority of 
practitioners * * * were using the 
database on a regular basis.’’ Id. at 813. 

As to whether ‘‘it is in [the] usual 
course of professional practice’’ to 
discuss with a patient why she is 
seeking a refill before a prior 
prescription should have run out, Dr. 
Fine testified that a physician should 
‘‘inquire, to try and understand the 
motivation for that.’’ Id. at 721. He also 
acknowledged that if a patient routinely 
seeks early refills with no explanation, 
this is a ‘‘red flag’’ for diversion or abuse. 
Id. He also acknowledged that if a 
physician obtains information that a 
patient is sharing controlled substances 
with others, the ‘‘usual course of 
professional practice’’ requires the 
physician to address the issue with the 
patient. Id. at 721–22. 

Dr. Fine agreed that the ‘‘usual course 
of professional practice’’ included, in 
the event of a documented history of 
overdose, that the physician should be 
‘‘taking certain steps to ensure that 
narcotics are not going to be * * * 
abused.’’ Id. at 738. However, he also 
indicated that where the documented 
history indicated an overdose from 
methadone, it would not necessarily 
signal an addiction but could instead be 
simple misuse of medication or an 
accident: ‘‘Again, it’s a differential 
diagnosis.’’ Id. at 737. He did agree that, 
if a physician knew of an overdose 
event and did not include it anywhere 
in the patient’s medical record, this 
would not be in the ‘‘usual course of 
professional practice.’’ Id. at 745–46. 

The Government then asked Dr. Fine 
several hypothetical questions regarding 
the propriety of a physician prescribing 
to a patient with whom he engages in 
sexual relations. Dr. Fine testified that it 
is not within the ‘‘usual course of 
professional practice’’ for a physician to 
‘‘invite a patient to a motel room for a 
topless massage,’’ and after giving her a 
topless massage, to issue her a 
prescription for a controlled substance. 
Id. at 751. Although he initially 
answered ‘‘no’’ to the question whether 
it would be outside of the course of 
professional practice to go to the home 
of his patient, have her take off her 
clothes, digitally penetrate her vagina, 
and then issue her a controlled 
substance prescription, Dr. Fine 
eventually acknowledged that it is also 
not within the usual course of 
professional practice to continue to 
issue controlled substances to this 
person. Id. at 753. 

As a follow-up, the Government asked 
Dr. Fine whether, if it was true that 
Respondent had engaged in the above 
described acts, this would change his 
opinion as to whether Respondent’s 
‘‘prescribing of controlled substances 
was in the usual course of professional 
practice?’’ Id. at 762–63. While Dr. Fine 
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14 Respondent frequently employed the phrase 
‘‘neurologically intact’’ in his patients’ progress 
notes. According to Dr. Fine this means that 
Respondent could have performed a number of 
types of tests or alternatively made some rather 
casual observations to make this determination: 

In the most specific sense of the word, you would 
do a very detailed examination of the cranial 
nerves. Motor findings, for which there are many, 
many different tests. Anything from gross muscle- 
strength testing to electromyography. 

Sensory examination, which in fact may include 
multiple modalities. And coordination. Those 
would be the main * * * contributors. 

On the other—that’s at the most micro-level. At 
the macro-level, it simply might be the 
observation—for instance, my standing here 
observing you, and having interacted with you, 
saying to the best of my ability, you are 
neurologically intact. 

Tr. 732. 

answered ‘‘yes,’’ he then stated: 
‘‘[b]eyond that, it would require far more 
granularities towards understanding the 
relationship.’’ Id. at 763. While Dr. Fine 
did not have ‘‘much favorable’’ to say 
‘‘about sexual impropriety,’’ he then 
stated ‘‘my personal opinions are not 
what matters. What matters is what 
really happened, and what the 
standards are as viewed by the Code of 
Ethical Conduct within the jurisdiction. 
And that would not be viewed as within 
the Code of Ethical Conduct.’’ Id. Dr. 
Fine then acknowledged that he would 
change his opinion about the propriety 
of Respondent’s prescribing of 
controlled substances to the person he 
had met at a hotel room and given the 
topless massage to (and on another 
occasion, digitally penetrated) if these 
events did, in fact, occur. Id. at 763–64. 

While the ALJ acknowledged his 
‘‘impressive credentials,’’ the ALJ found 
that ‘‘Dr. Fine’s testimony was marked 
by a significant level of consistent 
equivocation regarding the appropriate 
standards.’’ ALJ at 83. More specifically, 
the ALJ observed that although Dr. Fine 
‘‘acknowledg[ed] that State law and 
regulations inform[ed] his expert 
opinions, [his] testimony reflected a 
persistent, intentional reluctance to 
explain the correct standard of care and 
patient file documentation.’’ Id. The ALJ 
further noted that while Dr. Fine was 
‘‘repeatedly and directly queried about 
the correct practices in clear and 
concise terms, [he] consistently 
declined to provide direct answers.’’ Id. 
at 87. Continuing, the ALJ explained 
that ‘‘[f]or hours on the witness stand, 
Dr. Fine adhered to the logically 
inconsistent position that although he 
teaches correct standards of care and 
has even created mnemonic tools to 
assist practitioners in remembering 
them, these standards are * * * only 
some sort of best-practices guidelines 
based on his anecdotal awareness that 
some practitioners may fall below the 
proper standard.’’ Id. Relatedly, the ALJ 
found that ‘‘[w]hen repeatedly queried 
about the proper standard [for] 
prescribing medications and 
documenting patient files, he 
persistently answered with variations 
upon a theme that there are substandard 
physicians practicing medicine who do 
not adhere to the correct standard.’’ Id. 
at 88–89. 

As the ALJ also noted, when asked to 
give an opinion (based on his review of 
the transcripts of the undercover visits) 
as to the propriety of Respondent’s 
prescribing during these visits, Dr. Fine 
testified that he ‘‘discounted them as not 
being particularly useful,’’ and that 
without video recordings of the visit, he 
really could not compare what 

happened with ‘‘what was documented 
[in the patient’s record] as supposedly 
occurring on that date’’; and he therefore 
could not draw any ‘‘further 
conclusions.’’ Id. at 878–79. 

As the ALJ found, Dr. Fine 
‘‘intentionally avoid[ed] direct answers 
that did not favor the Respondent’s 
position.’’ ALJ at 88. Moreover, the ALJ 
found that Dr. Fine’s testimony was 
‘‘evasive’’ and ‘‘bias[ed] in favor of 
assuming the correctness of the actions 
of any doctor.’’ Id. at 90. Having 
personally observed Dr. Fine’s 
testimony, the ALJ findings are entitled 
to substantial deference. See Universal 
Camera Corp. v. NLRB, 340 U.S. 474 
(1951). His conclusion that Dr. Fine’s 
testimony should be given less weight 
than Dr. Hare’s is well supported by the 
record. ALJ at 90. 

The Patient Specific Evidence 

M.R. 
M.R. was a patient of Respondent 

from May 2004 through January 29, 
2008. GX 25, at 21, 34. At her initial 
visit, M.R., who was then twenty-three 
years old, presented with ‘‘wrist pain.’’ 
Id. at 34. Under the heading ‘‘PHYSICAL 
EXAM,’’ the record reads as follows: 
‘‘She has wrist pain. Neurologically 
intact.’’ 14 Id. According to the M.R.’s 
record, at this visit Respondent 
recommended that she use ibuprofen. 
Id. 

At the hearing, M.R. testified that the 
wrist pain she reported was false and 
that she simply went to Respondent to 
obtain prescriptions for Lortab (a 
schedule III controlled substance which 
contains hydrocodone and 
acetaminophen, see 21 CFR 1308.13), 
which she had used recreationally ‘‘off 
and on,’’ because she liked ‘‘the buzz’’ 
and ‘‘the high’’ and wanted to ‘‘have that 
high all the time.’’ Tr. 272–74. M.R. had 
previously received Lortab prescriptions 
from a Dr. D. of Logan, Utah. Id. at 274. 
She apparently obtained prescriptions 

from Dr. D. and Respondent at the same 
time and was ultimately discharged 
from Dr. D.’s practice for doctor- 
shopping. Id. 

According to M.R., Respondent’s 
initial physical examination of her 
consisted solely of his grabbing both of 
her wrists and holding them for about 
ten seconds, after which he handed her 
a prescription. Id. at 272. M.R. indicated 
that Respondent did not ask about the 
severity of her pain or do any further 
examination such as a range-of-motion 
test or take an x-ray. Id. at 273. As noted 
above, the medical record for the visit 
indicates only that she would use 
ibuprofen, a non-controlled drug. GX 
25, at 34. However, the medical record 
indicates that at M.R.’s second visit 
(June 23, 2004), Respondent diagnosed 
her as having ‘‘BILATERAL WRIST 
PAIN,’’ with his physical examination 
finding that she had ‘‘diffuse tenderness 
over the dorsum of the wrist’’ and also 
‘‘low back pain where she had an 
epidural.’’ Id. On this date, although the 
current medication is listed as 
ibuprofen, the ‘‘PLAN’’ indicated that 
M.R. ‘‘was given a refill of LORTAB 7.5 
(60).’’ Id. (emphasis added). 

M.R. testified that Respondent never 
discussed alternative treatments to the 
use of opioids, although the record of 
the initial visit and every visit 
thereafter, indicates that M.R. was to 
‘‘continue conservative treatment.’’ Id. at 
275; GX 25, at 21–34. M.R. also testified 
that, while she complained of wrist pain 
two or three times, she ‘‘never really’’ 
had to ‘‘mention anything, just walk in 
and he’d give [me] a refill. He didn’t 
ask.’’ Tr. 277. M.R. further testified that 
a bit later she complained of back pain 
to Respondent, but this pain was also a 
feigned condition; M.R. also admitted 
that she was engaged in drug-seeking 
behavior. Id. at 277, 282. At the time, 
Respondent had her stand, bend over, 
and then stand up straight again, in a 
sequence that perhaps lasted ten 
seconds. Id. at 277. At the third visit, 
however, Respondent increased both the 
strength and quantity of the Lortab to 90 
tablets of 10 mg. strength. GX 25, at 34. 

In M.R.’s medical record, bilateral 
wrist pain was reported as the diagnosis 
through September 20, 2006. GX 25, 26– 
34. In this period, Respondent 
prescribed Lortab, as well as both Xanax 
(alprazolam) and Valium (diazepam), 
which are schedule IV controlled 
substances (see 21 CFR 1308.14(c)); the 
progress notes for the visits, however, 
contain no indication of a new medical 
complaint or diagnosis which supported 
prescribing either Xanax or Valium. See 
id. at 26–29. 

The entry for October 18, 2006, 
indicated that M.R.’s chief complaint 
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15 Under the entry for M.R.’s last visit (January 29, 
2008), there is a handwritten notation which states: 
‘‘5–25–08 I will no longer see pt. DCM’’). 

16 In his exceptions, Respondent argues that I 
should reject M.R.’s testimony (and the ALJ’s 
credibility finding with respect to her) because: (1) 
She violated her controlled substance contract in 
which she agreed not to seek drugs from other 
doctors, (2) ‘‘she could not remember specifics 
from’’ an undercover visit which had occurred only 
one year earlier but could remember whether he 
had performed physicals exams at visits which 
occurred four years previously, (3) that she had 
been charged with six felony counts, and that after 
she assisted the investigations, the charges were 
dismissed and that she ‘‘has everything to gain by 
testifying for the DEA, and motive to falsely 
implicate’’ him, and (4) that she admitted under 
oath that she lied to Respondent about being in pain 
in order to obtain narcotics. See Resp. Exceptions 
at 11–16. 

Respondent’s contentions ignore that the ALJ 
observed M.R. testify and was thus able to observe 
her demeanor. In any event, his first and fourth 
reasons beg the question of what one would expect 
a drug-seeking patient to do. More importantly, as 
discussed in my legal conclusions, it is clear that 
at a certain point Respondent clearly knew that 
M.R. was not a legitimate patient and cannot claim 
to have been duped. 

As for the contention that she could not recall 
‘‘specifics’’—a reference to whether Respondent 
asked her a particular question at one of the 
undercover visits—that a witness does not 
remember every single aspect of a year-old 
conversation does not render her entire testimony 
incredible. Finally, as for the contention that M.R. 
had reason to lie about Respondent because she was 
facing six felony counts, similar arguments are 
made to the factfinder (whether judge or jury) in 
nearly every criminal case and appellate courts 
rarely find them reviewable, let alone persuasive. In 
addition, much of her testimony is supported by the 
transcripts of the undercover visits. I thus reject his 
exceptions to M.R.’s testimony. 

was ‘‘bilateral wrist pain.’’ Id. at 26. 
Under the Physical Exam heading, 
Respondent indicated only that ‘‘she 
continues to have bilateral wrist pain 
and chronic low back pain. She is 
having low back pain.’’ Id. Respondent 
indicated his ‘‘IMPRESSION’’ as both 
Bilateral Wrist Pain and Low Back Pain 
and issued a refill for Lortab 10 mg. He 
also prescribed Valium. Id. at 26. 
Respondent also indicated that he 
would get ‘‘x-rays of the low back on her 
return.’’ Id. 

The entry for the next appointment 
(November 20, 2006), replicated 
verbatim the entry for the previous visit 
with the exception of the statement 
regarding x-rays, which was not 
included. Id. However, there is no 
indication that x-rays were obtained. 
See id. The entry for M.R.’s December 
20, 2006 visit was identical to that of 
November 20 except for the notation 
that Respondent would no longer 
prescribe Valium. Id. 

The entry for the following visit, 
January 15, 2007, listed both wrist pain 
and low back pain under 
‘‘IMPRESSIONS,’’ and under 
‘‘PHYSICAL EXAM,’’ noted that ‘‘[s]he 
continues to have low back pain. She 
has diffuse tenderness L4 to S1. She is 
also having wrist pain.’’ Id. at 25. 
However, the entry for M.R.’s next visit, 
February 12, 2007, completely omitted 
all mention of wrist pain. Id. Moreover, 
it repeated verbatim the notation under 
the physical exam section of January 15, 
adding only the adjective ‘‘chronic’’ 
before ‘‘low back pain’’ in both the 
diagnosis and physical exam sections. 
Id. The same complaint, physical exam, 
and impression are repeated for 
subsequent visits until March 29, 2007, 
when Respondent added to the physical 
exam findings that M.R. was 
‘‘neurologically intact’’ and indicated as 
his impression both ‘‘CHRONIC LOW 
BACK PAIN’’ and ‘‘DEGENERATIVE 
DISC DISEASE LUMBOSACRAL 
SPINE.’’ Id. at 24. At this visit, 
Respondent also resumed prescribing 
Valium for M.R. Id. 

Between March 29, 2007, and January 
29, 2008, M.R. saw Respondent eight 
times. The progress notes for these visits 
contain the same complaint, history, 
physical exam findings (although the 
last three visits also added ‘‘degenerative 
disc disease’’ to this section), 
impressions, and treatment plan 
(invariably 90 tablets of Lortab 10 with 
one refill and ‘‘she will continue 
conservative treatment’’ and ‘‘will follow 
up as needed’’).15 Id. at 21–24. 

M.R.’s medical record contains two 
signed Controlled Substance Contracts, 
one dated March 29 (with no year 
indicated) and another dated December 
10, 2005. Id. at 4, 19. Although not 
identical, both contracts stated that 
controlled substances ‘‘have a high 
potential for misuse, addiction, and are 
closely controlled by the State and 
Federal government.’’ Id. Both contracts 
also included a paragraph stating that 
the patient understands that if she 
violates the contract, ‘‘treatment may be 
terminated’’ and that the violation ‘‘may 
also be reported to other physicians, 
medical facilities and legal authorities.’’ 
Id. The contracts also included a clause 
by which the patient promised to ‘‘help’’ 
herself through ‘‘better health habits 
such as exercise, weight control, 
minimal use of alcohol and to stop 
smoking.’’ Id. The record also contained 
entries in the progress notes to the effect 
that Respondent asked M.R. if she was 
obtaining controlled substances from 
other physicians on three occasions, 
February 27 and April 3, 2006, and also 
February 12, 2007. Id. at 25, 28, 29. 

M.R. estimated that at 95% of her 
appointments with Respondent, he just 
issued her a prescription without any 
discussion of her medical condition. Tr. 
286. With respect to her purported back 
condition, M.R. testified that ‘‘I just told 
him that my back hurt.’’ Id. at 279. 
When asked whether Respondent had 
physically examined her back, M.R. 
answered: ‘‘One time he did have me 
stand up and then just bend over, and 
I was standing straight back up again. 
That was it. Nothing more than that 
ever.’’ Id. M.R. further explained that the 
exam lasted ‘‘[n]o longer than 10 
seconds. Long enough to stand up, bend 
over, and stand back up again.’’ Id. 
Moreover, Respondent took neither x- 
rays nor ordered other diagnostic tests 
of her back. Id. at 280. Indeed, M.R. 
testified that she ‘‘didn’t really need to 
complain’’ to Respondent about having 
back pain, ‘‘because he didn’t ask if you 
were in pain.’’ Id. 

As for the Valium prescriptions, M.R. 
testified that ‘‘[t]he first time I got them, 
I’m sure I asked for them. But after that 
he just asked if I needed a refill and I’d 
say yes and I’d get my refill. That was 
it.’’ Tr. 285. 

At the time that M.R. agreed to wear 
a wire on undercover visits for DEA, she 
had been charged with six felony counts 
of obtaining prescriptions under false 
pretenses. Id. at 302–03. M.R. 
acknowledged that she had worn the 
wire hoping to reduce the charges, 
which were eventually dismissed. Id. at 
291–92. The ALJ found M.R.’s testimony 
‘‘credible insofar as it describes the 
manner in which Respondent interacted 

with her during their treatment 
relationship and during the times he 
prescribed controlled substances to her.’’ 
ALJ at 13. Here again, the ALJ 
personally observed M.R. testify and 
was in the best position to observe her 
demeanor. Moreover, having reviewed 
the recordings and transcripts of M.R.’s 
undercover visits, I find that they 
support her credibility. Accordingly, I 
adopt the ALJ’s credibility findings with 
respect to M.R.16 

M.R.’s Undercover Visits 
On October 9, 2007, M.R. made her 

first undercover visit to Respondent, 
and brought along a DEA undercover 
officer (UC) who used the cover name of 
‘‘Rebecca.’’ See GX 10, at 10. The visit 
began with M.R. asking Respondent to 
‘‘see’’ Rebecca. Id. Respondent said he 
would require a referral from Rebecca’s 
‘‘regular doctor’’ and that he would also 
require ‘‘old records.’’ Id. However, after 
declining to see her, he asked, ‘‘what do 
you need to come in for?’’ Id. at 10–11. 
The UC stated that a Dr. Stack had been 
giving her medications in May or June 
but that she ‘‘can’t get it from him 
anymore,’’ that she couldn’t ‘‘function 
without’’ the medication, and that at 
present she has ‘‘been just having to 
kinda rely on friends to help [her] out.’’ 
Id. at 11. After the UC stated that she 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00079 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49965 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

17 As his treatment ‘‘PLAN,’’ the record for this 
visit reads (as many entries do), that M.R. ‘‘will 
continue conservative treatment’’ and that she ‘‘will 
follow up as needed.’’ GX 25, at 22. 

had gotten Lortab and OxyContin from 
Dr. Stack, Respondent asked her 
whether she had insurance and whether 
she had a job. Id. Respondent then 
stated that because the UC did not ‘‘fit 
the * * * rules,’’ she was not his ‘‘first 
choice’’ as a patient. Id. Continuing, he 
stated that he was ‘‘not a hundred 
percent opposed trying to help’’ the UC 
and added that ‘‘there’s no way [the UC] 
can afford OxyContin’’ without a job or 
insurance. Id. at 11–12. Respondent told 
the UC to get a job, ‘‘then give us a call, 
and we’ll see if we can help.’’ Id. at 12. 
A bit later he commented that without 
the UC having a job or insurance, it 
would be ‘‘irresponsible’’ for him to 
prescribe OxyContin. Id. at 12–13. 

Immediately thereafter, the UC said, ‘‘I 
do have money today. Could you do a 
Lortab for me today?’’ Id. After doing an 
apparent double-take, Respondent 
insisted that the UC needed to make an 
appointment, get a referral and bring her 
records before he could prescribe for 
her. Id. 

Although M.R. had no interaction 
with Respondent other than in her effort 
to refer Rebecca, she emerged from the 
appointment with a prescription for 
ninety Lortab 10mg. GX 14, at 1. Her 
medical record for that date indicates 
the Lortab prescription, with one refill. 
GX 25, at 22. While the record also bears 
the previously noted refrain used by 
Respondent for his physical 
examination findings—‘‘She has chronic 
low back pain. She has diffuse 
tenderness L4–S1. Neurologically 
intact’’—nothing in the transcripts or 
recording indicates that Respondent 
conducted a physical examination of 
her back that would reveal tenderness. 
See id. Moreover, the recording and 
transcripts make clear that Respondent 
never asked about M.R.’s pain level, 
medical condition, side effects from the 
medication or whether M.R. was 
continuing with whatever ‘‘conservative 
treatment’’ he had noted in the 
numerous progress notes.17 

At the second undercover visit 
(November 27, 2007), Respondent asked 
M.R., ‘‘How are you today?’’ GX 11, at 3. 
M.R. replied, ‘‘Good. How are you?’’ Id. 
Respondent did not inquire about M.R.’s 
pain, and there is no evidence that he 
performed a physical examination 
although he indicated having done so in 
M.R.’s medical record. GX 25, at 22. 
Respondent asked M.R., ‘‘You want a 
refill again?’’; she replied: ‘‘Yeah.’’ GX 
11, at 3. M.R. then mentioned her friend 
Rebecca and asked whether, if she 

provided information on her job and 
insurance, Respondent could issue a 
prescription for her. Id. at 3–4. 
Respondent declined, saying that ‘‘[t]he 
law requires her to have a face-to-face 
with the doctor.’’ Id. at 4. 

M.R. then stated that she ‘‘ended up 
having to share a little bit with 
[Rebecca] last time my prescription.’’ Id. 
After M.R. asked whether that was ‘‘okay 
to do?’’; Respondent answered: ‘‘It’s 
against the law.’’ Id. M.R. then asked, 
‘‘Oh, is it?’’ Respondent replied: ‘‘Just 
don’t, uh, don’t tell me about it.’’ Id. 

M.R. again asked for a prescription for 
Rebecca, this time offering $140, but 
Respondent stated: ‘‘No, it’s * * * not a 
money thing, it’s the law thing.’’ Id. at 
5. Later, Respondent said that he 
‘‘wouldn’t mind seeing’’ the UC, but 
then he remembered that she had gone 
to Dr. Stack, who ‘‘poisoned a lot of 
people [and is] in jail.’’ Id. at 6–7. 
Respondent commented that ‘‘anybody 
that’s * * * been coming from that 
office, we’ve been staying away from.’’ 
Id. at 7. Again, without any discussion 
of M.R.’s medical condition or any 
apparent physical examination, M.R. 
emerged from the appointment with a 
prescription for ninety Lortab 10mg. GX 
14, at 2. 

At M.R.’s third undercover visit (on 
December 24, 2007), Respondent 
opened the visit by noting that she was 
in after only one month, but that after 
this visit, he wanted her to not come 
back for two months because he was 
giving her a prescription plus a refill. 
GX 12, at 3, 9. Respondent then asked, 
‘‘Lortab ten?’’ and M.R. answered, 
‘‘Yeah.’’ Id. After the sound of paper 
tearing from a pad, Respondent asked, 
‘‘You been doing okay?’’ Id. M.R. 
replied, ‘‘Yeah. I’m doing good.’’ Id. at 4, 
9. After Respondent and M.R. 
exchanged Christmas greetings, 
Respondent concluded the visit and told 
M.R. to ‘‘[t]ake care.’’ Id. at 4, 9–10. Once 
again, without any meaningful inquiry 
regarding her pain, Respondent issued 
M.R. a prescription for ninety Lortab 
10mg., with one refill. GX 14, at 3. 
M.R.’s patient record does not record a 
visit for December 24, but an entry for 
December 20, 2007 carried over the 
information from the prior visit 
verbatim, including the description of a 
physical exam. GX 25, at 22. 

On the fourth undercover visit 
(January 29, 2008), Respondent began 
the appointment by asking, ‘‘How are 
you today?’’ GX 13, at 8. M.R. answered, 
‘‘Good. How are you?’’ Id. Respondent 
said, ‘‘Good,’’ then asked ‘‘Lortab, ten 
#90?’’ and ‘‘You want a refill on it?’’ Id. 
Respondent inquired whether M.R. was 
‘‘getting pills from any other doctor’’ and 
whether she was ‘‘abusing them, selling 

them, [or] buying them?’’ Id. When M.R. 
responded in the negative, Respondent 
further asked whether M.R. was ‘‘doing 
anything illegal?’’; she answered, ‘‘No.’’ 
Id. at 9. Respondent never inquired 
about her pain level, about side effects, 
or about her functional capacity, and the 
recording does not indicate that a 
physical examination was performed, 
yet M.R. emerged from the visit with 
another prescription for ninety Lortab 
10s and one refill. GX 14, at 4. 
Respondent also never mentioned that 
M.R. was back a month earlier than he 
had indicated for her, yet he wrote 
another prescription for a controlled 
substance with one refill. M.R.’s 
medical record for that date again 
repeats verbatim the record from the 
prior visit, including a physical exam 
that found ‘‘diffuse tenderness L4 to S1.’’ 
GX 25, at 21. 

Dr. Hare reviewed both M.R.’s 
medical record and the transcripts of the 
visits; his opinion was set forth in a 
letter which was entered into evidence. 
See GX 44. Dr. Hare noted that at M.R.’s 
initial visit, ‘‘[n]o history was obtained 
at that time, even in regards to the 
occurrence of the wrist pain and its 
characterization.’’ GX 44, at 1. He also 
noted that ‘‘[n]o further tests were 
ordered and the physical examination 
was only that she was ‘neurologically 
intact,’ no details of any neurological 
exam were listed.’’ Id. Dr. Hare remarked 
that about one month after the initial 
Lortab 7.5 prescription, Respondent 
increased M.R.’s prescription from 60 to 
90 tablets and the strength to Lortab 
10mg. ‘‘with no indication of benefit 
from the prior prescriptions.’’ Id. 
Moreover, ‘‘[e]ven though the pain 
apparently persisted unchanged, no 
further tests were ordered.’’ Id. 
According to Dr. Hare, while the note 
indicated that M.R. was ‘‘told to 
continue ‘conservative treatment’ * * * 
this was not initiated by [Respondent] 
nor described by him, i.e. 
immobilization, ice, etc.’’ Id. 

With respect to M.R.’s February 27, 
2006 visit, Dr. Hare found that ‘‘the note 
for bilateral wrist pain is essentially the 
same with the exception that the patient 
is said to be on Valium 5 mg. but [there] 
is no indication that she had been 
previously prescribed this medication 
by Dr. MacKay. At the time of this visit 
though, she was given a prescription for 
Valium 5 mg. tablets.’’ Id. Moreover, at 
the next visit, Respondent indicated that 
M.R. was taking Valium 10 mg. and gave 
her a prescription for this strength of the 
drug. Id. at 2. 

Dr. Hare then observed that on May 
24, Respondent switched M.R. ‘‘from 
Valium to Xanax, even though there was 
no description of the reasons for the 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00080 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49966 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

18 In testimony, Dr. Hare indicated that Valium 
was an anti-anxiety drug which could be used as 
a muscle-relaxant for a few days to a week. Tr. 146. 
Xanax is also an anti-anxiety drug but a ‘‘shorter 
acting, shorter lasting drug than Valium.’’ Id. at 147. 

19 On cross-examination, K.D. clarified that she 
had experienced more than three months of pain 
prior to consulting Respondent. Tr. 441. 

20 The progress notes for K.D’s first three visits 
list her name as ‘‘Terri’’ rather than Kerri, the name 
which is used throughout the rest of this 
voluminous record. See generally GX 26. It is 
further noted that the cover of the file is labeled 
with the type-written name of Terri, with the letter 
K handwritten over the T. No argument has been 
raised that these progress notes were for a different 
patient. 

Valium previously.18 There was no 
follow up as to efficacy and there was 
no reason for switching to Xanax.’’ Id. 
Dr. Hare then noted that M.R. ‘‘remained 
on Lortab and Xanax throughout the 
next several visits but then was 
switched back to Valium on August 30, 
2006 for reasons that aren’t described 
and no diagnosis is included.’’ Id. 

Next, Dr. Hare noted that on January 
15, 2007, M.R.’s chief complaint 
changed from wrist pain to low back 
pain, and on subsequent visits the wrist 
pain (which she had purportedly 
complained of for nearly three years at 
that point) was no longer a problem. Id. 
As for M.R.’s complaint of back pain, 
Dr. Hare observed that: 
there is no additional physical examination 
other than describing ‘‘tenderness’’ to define 
this problem nor were there any other tests 
such as x-rays, MRI’s, or other diagnostic 
tests done to better understand this 
complaint. The patient was just treated with 
continuing doses of Lortab as had been 
previously prescribed for wrist pain. With 
the substitution of Low Back Pain, the notes 
otherwise seem to be largely the same as they 
were when the patient had wrist pain. 

Id. 
Dr. Hare then explained that the 

March 29, 2007 ‘‘note indicated that the 
patient has ‘degenerative disc disease, 
lumbosicral [sic] spine’ and yet there is 
no physical exam or other diagnostic 
tests done to identify this as a problem. 
This diagnosis remains in his notes 
throughout the remainder of his care for 
her.’’ Id. Dr. Hare also observed that 
‘‘[f]rom March 29, 2007 through January 
29, 2008 the clinic notes are almost 
identical, verbatim. There is no 
apparent change in her condition and 
there is no indication that she is getting 
any benefit from [Respondent’s] 
treatment. There is no further testing of 
any sort done nor are any consultations 
sought despite the persistence of pain.’’ 
Id. 

Dr. Hare concluded that neither 
M.R’s. complaint of bilateral wrist pain 
or low back pain ‘‘was adequately 
evaluated.’’ Id. He further explained that 
‘‘[n]o history was obtained, inadequate 
physical examination was done, no tests 
were ordered to better understand these 
problems and despite the lack of 
information [Respondent] chose to treat 
these problems aggressively with 
controlled substances.’’ Id. at 2–3. Dr. 
Hare concluded that ‘‘the continuing 
prescriptions of controlled substances 
were not warranted.’’ Id. at 3. 

As for Respondent’s recordkeeping, 
Dr. Hare observed that: 
[Respondent’s] clinic notes appear to be 
computer generated, basically ‘‘rubber 
stamped,’’ or ‘‘fill in a blank,’’ type notes that 
do not really reflect the patients [sic] change 
in condition. There is no indication that the 
patient was getting any benefit from 
[Respondent’s] treatment [and] there is no 
indication of updated physical examinations 
or further evaluations for the above described 
problems. Without some indication that the 
patient has improved with treatment, there is 
not justification for the continued prescribing 
of controlled substances. The clinic notes 
reflect a number of inaccuracies in terms of 
current medications and previous 
prescriptions, another indication that these 
notes were computer generated and did not 
necessarily reflect the patient’s current 
status. 

Id. (emphasis added). 
Ultimately, Dr. Hare concluded that 

Respondent’s evaluation of M.R. ‘‘was 
inadequate to justify the prescribing of 
controlled substances for her 
conditions.’’ Id. Noting that there was no 
medical justification in M.R.’s chart for 
the benzodiazepines (Valium and 
Xanax) Respondent prescribed, Dr. Hare 
observed that ‘‘that there can be 
dangerous and detrimental interactions 
between Benzodiazepines and Opioid 
medications’’ such that, absent any 
description that would ‘‘justify the 
prescribing of Valium and Xanax,’’ Dr. 
Hare concluded that Respondent’s 
prescribing was ‘‘below the standard of 
care for the evaluation of the patient for 
the above described medical conditions 
and the treatment he prescribed.’’ Id. 

In his testimony, Dr. Hare explained 
that in the usual course of professional 
practice, a physician documents the 
reasons for a change from one 
benzodiazepine to another (e.g., a 
switch from Valium to Xanax, or vice 
versa), yet M.R.’s patient record has no 
such documentation. Tr. 148. He also 
testified that the physical examination 
and history were not consistent with the 
usual course of professional practice, 
which requires more detail. Id. at 157. 
He further noted that there was a DOPL 
report in M.R.’s file for January to April 
2007, which showed that she was also 
receiving hydrocodone (Lortab) from Dr. 
D. (as found above), yet Respondent 
apparently did not alter his prescribing 
practice for her. Id. at 161–63. He 
testified that he ‘‘did not believe the 
medical records support the long-term 
prescribing of controlled substances to 
this patient’’ and that there was 
‘‘insufficient evaluation for both her 
wrists and her low-back problems to 
allow such prescribing.’’ Id. at 164. 

Dr. Fine did not offer any testimony 
specific to M.R. even though he 
reviewed her patient file and the 

transcripts of her undercover visits. Tr. 
619 & 872. As found above, Dr. Fine was 
unwilling to express an opinion on the 
validity of Respondent’s prescribing to 
M.R. during the undercover visits 
because he was unable to view ‘‘a full 
audiovisual recording of these visits 
[and] compare them to the [patient] 
records.’’ Id. at 878–79. He indicated 
that without knowing the context of the 
physician-patient relationship he just 
couldn’t ‘‘make sense out of’’ the 
transcripts. Id. at 875. 

I conclude that Dr. Fine’s testimony is 
patently disingenuous. As did the ALJ, 
I find credible Dr. Hare’s testimony 
regarding Respondent’s prescribing to 
M.R. 

K.D. 
K.D. first saw Respondent in 

November 2004, complaining of a neck 
injury that was caused by a July 2003 
auto accident.19 GX 26, at 118. 
Previously, a Dr. M. had diagnosed her 
as having cervical spine disease and a 
pinched nerve. Tr. 345. K.D. testified 
that at her initial visit, Respondent did 
not take her heart rate, blood pressure, 
or weigh her, and he performed no 
physical examination beyond looking at 
her neck. Id. at 349; 345–46. Moreover, 
he did not ask about the severity of her 
pain or order diagnostic tests such as x- 
rays. Id. at 346, 348. According to K.D.’s 
records, Respondent found that ‘‘[s]he 
has diffuse pain in the neck areas, into 
the shoulders and headaches[,] * * * 
diffuse tenderness in the cervical spine 
C3 to C7[,] * * * tenderness in the 
trapezius area[,]’’ and that she was 
‘‘neurologically intact.’’ GX 26, at 118. 

In contrast to K.D.’s testimony, 
Respondent noted in her record that 
‘‘[x]-rays of the cervical spine taken are 
essentially normal with some 
straightening and loss of the lordotic 
curve.’’ Id. He then diagnosed her as 
having ‘‘cervical strain July 2003 motor 
vehicle accident with flare up 
residuals.’’ Id. Respondent indicated 
that K.D.’s treatment plan would 
include ‘‘physical therapy’’; he also 
prescribed 60 Lortab 7.5 mg. 
(hydrocodone), 60 Soma, 60 Fioricet, 
and indicated that she would ‘‘continue 
conservative treatment’’ with a ‘‘follow 
up in three weeks.’’20 
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21 The label attached by the dispensing pharmacy 
indicates, however, that the prescription was 
actually filled on September 23, 2006. GX 39. 

The Government also entered into evidence a 
confirmation receipt, which showed that 
Respondent took a room at the Bestrest Inn, a motel 
in Ogden, Utah, on September 23, 2006, see GX 16; 
motel personnel told a DEA Investigator that 
Respondent had purchased the room for that night. 
Tr. 1146. An Investigator further testified that K.D. 
had provided investigators with an account of the 
visit that was generally consistent with the layout 
of the motel. Id. at 1019. The Government also 
entered into evidence a floor plan of the hotel, on 
which K.D. identified the room she had been in 
with Respondent as one of four rooms. GX 15; Tr. 
1019–21. 

22 K.D.’s medical record has entries for September 
22, 24, and 25, 2006. The September 22 entry 
indicates that a prescription for ten Lortab 10s was 
called in to a pharmacy. GX 25, at 109. The 
September 24 entry indicates that K.D. ‘‘called over 
the weekend needing more medication. She was 
given a prescription for PERCOCET 7.5/500 mg. 
(90), AMBIEN 10 mg. (30) and FIORCET (60).’’ Id. 
The entry for September 25 indicates that ‘‘[p]atient 
failed to show for appointment.’’ Id. A DOPL report 
for KD for the period shows only that she filled a 
prescription from Respondent for hydrocodone 10 
mg/APAP on September 22 and a prescription from 
Respondent for Endocet 7.5 on September 23, a 
drug which is the same formulation as Percocet. GX 
37, at 3. 

As early as her third visit, K.D. 
reported that ‘‘her prescriptions and 
purse [were] stolen.’’ Id. at 117. 
Respondent then gave her a new 
prescription for 60 Lortab. Id. 

Respondent treated K.D. with various 
narcotics which, over the course of his 
prescribing to her, were of increasing 
strength and quantities. More 
specifically, through September 2006, 
Respondent usually prescribed Lortab; 
however, at some visits he prescribed 
Percocet 5 mg., or Percocet 10 mg., 
which are schedule II controlled 
substance containing oxycodone. GX 26, 
at 113–118. However, on November 6, 
2006, Respondent gave her a 
prescription for sixty tablets of 
OxyContin 40 mg.; he also noted that 
‘‘[t]he METHADONE made her itch to 
the point that she could not tolerate it 
over the weekend.’’ Id. at 108. Yet there 
is no indication in her record that he 
had previously prescribed methadone 
for her. 

At the next visit, Respondent refilled 
her OxyContin 40 mg. prescription and 
gave her a prescription for Lortab 10. Id. 
at 107. Subsequently, he wrote more 
prescriptions for OxyContin 40 mg. and 
Percocet 10 mg., although at times he 
indicated that the latter was for 
hydrocodone 10/325, a different 
controlled substance. Id. at 105–06. 
Subsequently, on March 9, 2007, 
Respondent stopped writing Percocet 
prescriptions and started issuing 
prescriptions for oxycodone 15 mg. (as 
well as OxyContin 40 mg.). Id. at 104. 
This prescribing pattern generally 
continued through the course of K.D.’s 
visits with Respondent. Id. at 91–105. 
However, in July 2007, Respondent gave 
her a prescription for Demerol, another 
schedule II controlled substance. Id. at 
102. Moreover, in November 2007, 
Respondent again increased the quantity 
of oxycodone IR (from 120 tablets of 15 
mg. strength to 90 tablets of 30 mg. 
strength, which was eventually 
increased to 120 tablets). On various 
occasions, he also gave her prescriptions 
for Lortab. In addition, Respondent 
prescribed several schedule IV 
controlled substances to K.D. including 
Ambien, Xanax and Valium. Id. at 91– 
98, 100–01; Tr. 348. 

K.D. testified that Respondent did not 
ask her about her pain at every visit and 
that, if her pain was discussed, it was 
because she raised the subject and not 
because Respondent asked her about her 
pain or its severity. Id. at 348–49. She 
further testified that Respondent never 
performed physical examinations at 
subsequent visits and that she received 
at least one controlled substance 
prescription per visit. Id. at 349. 

At an appointment in the summer of 
2006, K.D. asked Respondent about 
getting a referral to a physical therapy 
practice with a masseuse on its staff. Id. 
at 360. Respondent asked K.D. if she 
‘‘would like a massage’’ and then asked 
for her cell phone number. Id. at 350. He 
then stated that he would get a motel 
room in another town, and call for her. 
Id. Several weeks later, Respondent 
called K.D. and told her where to meet 
him. Id. 

On or about September 23, 2006, K.D. 
met Respondent at the motel and, after 
entering his room, removed both her top 
and bra. Id. Respondent massaged her 
for 30–45 minutes. Id. at 351. After K.D. 
put on her clothes, Respondent 
explained that because he had diabetes 
he was unable ‘‘to perform certain 
sexual activities.’’ Id. at 351. He then 
took out his prescription pad and asked 
her ‘‘what prescriptions [she] needed.’’ 
Id. Respondent then gave her a 
prescription for ninety tablets of 
Percocet 7.5 mg., a schedule II 
controlled substance. Id.; see also GX 39 
(prescription signed by Respondent 
dated September ‘‘9–25–06’’).21 Not 
surprisingly, K.D. and Respondent did 
not discuss her pain or medical 
condition. Id. at 353.22 

K.D. also met Respondent on four or 
five other occasions ‘‘at a friend’s 
house.’’ Id. at 354. During each 
encounter, Respondent again gave her a 
massage and afterward, gave her a 
controlled substance prescription. Id. at 
354, 355. Prior to one of these 
encounters, which occurred in March 
2008, K.D. called Respondent to tell him 

that she was back in town and wanted 
more drugs. Id. at 355. Respondent 
agreed to meet K.D. at her friend’s house 
after he got off from work, and upon 
meeting her, asked her if she ‘‘would 
like a full body massage.’’ Id. K.D. 
agreed and removed all of her clothes 
and laid down on a bed. Id. 

After massaging her upper body and 
legs, Respondent rubbed her vaginal 
area and digitally penetrated her. Id. at 
356. After five minutes or so of this 
latter activity, K.D. faked an orgasm to 
end the session. Id. K.D. got dressed, 
and Respondent then gave her a 
prescription for oxycodone IR 30 mg., as 
well as $75 to $100 ‘‘to fill’’ her 
prescription. Id. at 357; GX 38, at 1 
(signed RX). K.D. then filled the 
prescription. Id. at 358. During the 
encounter (as well as the others that 
occurred outside of Respondent’s 
office), there was no discussion of her 
condition or her pain. Id. at 361. 

K.D. testified that she agreed to the 
March 2008 meeting so she ‘‘would get 
[her] pain medication.’’ Id. at 396. She 
also stated that, while she had regular 
appointments at which she obtained 
medications, she agreed to meet 
Respondent outside of his office to 
obtain additional narcotics. Id. 

K.D.’s medical record does not reflect 
either an office visit or the issuance of 
a prescription as having occurred on 
March 10, 2008, the date of the 
prescription. Rather, her record contains 
an entry for January 31, 2008, during 
which K.D. reported that she was 
‘‘moving out of state to take care of her 
mother’’ and ‘‘will not be coming back,’’ 
and at which Respondent indicated that 
his physical exam found that ‘‘[s]he has 
chronic low back pain’’ with ‘‘diffuse 
tenderness L4 to S1,’’ ‘‘degenerative disc 
disease’’ and was ‘‘[n]eurologically 
intact.’’ GX 26, at 98. Respondent gave 
her prescriptions for both 150 
oxycodone IR (30 mg.) and Ambien. Id. 
K.D.’s record then contains an entry for 
an office visit which occurred on April 
9, 2008, during which Respondent again 
found that she had ‘‘chronic low back 
pain’’ and ‘‘diffuse tenderness L4 to S1.’’ 
Id. at 97. At the visit, Respondent gave 
her prescriptions for sixty tablets of 
OxyContin 40 mg., 120 tablets of 
oxycodone IR (30 mg.), 30 tablets of 
Ambien, and Fioricet. Id. at 97. 

K.D.’s medical record contains a letter 
from Respondent to her, dated 
December 20, 2007, which stated that 
she had told Respondent that her 
insurance company would not approve 
her OxyContin prescription. GX 26, at 
50. Respondent wrote that ‘‘we gave you 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00082 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49968 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

23 This prescription is reflected in an entry of 
December 13, 2007, in which Respondent wrote, 
‘‘That prescription was torn up by a pharmacist 
instead she was given methadone, 10 mgs.’’ GX 26, 
at 55, 99. K.D. testified that she had used up her 
OxyContin too quickly so Respondent was going to 
give her methadone; she had not reported to 
Respondent that the prescription was torn up by the 
pharmacist. Tr. 377. 

24 K.D. testified that Respondent never told her 
that he was dismissing her from his practice; rather, 
he told her that she must use just one doctor. Tr. 
379. 

25 Another DOPL report, dated April 8, 2008, 
showed that K.D. filled a prescription from 
Respondent for various controlled substances from 
Respondent including oxycodone on March 10, 
2008, as well as for Ambien (Zolpidem), which was 
written by another physician. GX 26, at 41. 

26 K.D.’s medical record also indicates that 
Respondent discussed with her whether she was 

getting narcotics from other physicians and/or more 
than one pharmacy on six occasions: August 24, 
2005; February 1 and November 6, 2006; February 
5 and March 5, 2007; and January 16, 2008. Id. at 
54, 61, 63, 65, 69–70, 72. However, given the 
numerous instances in which Respondent falsified 
records, these notations are of questionable 
accuracy. 

27 DEA learned of this in January 2009, apparently 
from K.D. Tr. 1142. As of the hearing, the matter 
had not been further investigated or referred to 
either Federal or State prosecutors. Id. at 1142–43. 

28 K.D. was then residing in a work-release 
facility. Tr. 1141. 

29 The ALJ provided an extensive explanation for 
why he found K.D.’s testimony credible. ALJ at 28– 
31. Among other things, the ALJ noted that other 
evidence corroborated her testimony regarding the 
March 2008 encounter at the motel. 

It is disturbing that K.D. was able to obtain an 
extra prescription from Respondent which she 
apparently sold on the street while she was 
cooperating with the investigation. However, K.D. 
freely admitted having done so during her 
testimony. Again, the ALJ personally observed 
K.D.’s testimony and found her testimony to 
generally be credible. I find no reason to reject this 
finding. See Resp. Exceptions at 26. 

Methadone to try and help you,’’ 23 but 
the ‘‘State of Utah reported that [the 
OxyContin prescription] was indeed 
filled at WalMart Pharmacy in 
Harrisville.’’ Id. Respondent wrote, 
‘‘This represents an abuse situation and 
I will no longer be able to see you.’’ Id. 
However, as found above, Respondent 
continued to prescribe controlled 
substances to K.D. notwithstanding this 
incident and did so on numerous 
occasions thereafter.24 

K.D.’s medical record also contains a 
January 23, 2008 fax from the Box Elder 
Narcotics Task Force. Id. at 43–49. The 
fax included a document, which stated 
that K.D. was obtaining controlled 
substances from five prescribers (and 
twelve different pharmacies), as well as 
a DOPL report for the period of 
December 20, 2006 to December 20, 
2007, which showed the same. Id. at 43, 
46–49. In another fax, which is dated 
January 25, 2008, Respondent wrote to 
the Box Elder Narcotics Strike Force 
that: ‘‘We talked about her. I did talk to 
her as per our conversation. She 
promises 1 doctor, 1 pharmacy, as of the 
first part of Jan. Let’s monitor her 
closely for [indecipherable].’’ Id. at 42.25 

K.D.’s medical record contains a 
signed Controlled Substances Contract, 
which is dated September 23, 2005. Id. 
at 36. While one of the terms of the 
contract was that Respondent would not 
replace a prescription which was ‘‘lost, 
misplaced, stolen or * * * use[d] up 
sooner than prescribed,’’ id., K.D. 
testified that on May 12, 2008, where 
the medical record indicated that her 
medications had been stolen, 
Respondent restricted her to using one 
pharmacy. Id. at 380; GX 26, at 97. 
According to K.D., ‘‘I had run out of my 
medication early, and I called 
[Respondent] and told him. And he 
instructed me to make a false police 
report, and tell the police that my 
medication had been stolen, and to 
bring that.’’ Tr. 381; see GX 43 (police 
report of May 12, 2008).26 

In addition, K.D. testified that there 
were several falsifications in her 
medical record. While an entry for July 
11, 2008, indicates that K.D. was having 
a ‘‘right knee scope by a physician in 
Ogden’’ and that she received another 
thirty tablets of oxycodone 30 mg. IR 
from Respondent, K.D. testified that she 
never had arthroscopic surgery on her 
right knee and that she had neither knee 
problems nor complained of such. Tr. 
375–76. Moreover, while many of the 
notes for her visits list her chief 
complaint as ‘‘chronic low back pain,’’ 
GX 26, K.D. testified that she has never 
suffered from chronic low back pain and 
never told Respondent that she did. Tr. 
374. While K.D. maintained that some of 
the prescriptions she obtained from 
Respondent were necessary to treat her 
pain, she maintained that she used a 
‘‘huge percentage’’ of them ‘‘for 
recreational use.’’ Id. at 391–92. 

K.D. became addicted to pain 
medication, id. at 392, and asked 
Respondent to take her off of OxyContin 
and give her methadone instead. Id. at 
393. Respondent, however, told her that 
methadone hurts people, and he 
continued to write her prescriptions for 
OxyContin. Id. 

On four occasions in November and 
December 2008, K.D., who had agreed to 
cooperate with DEA Investigators, 
visited Respondent while wearing a 
recording device. With regard to these 
activities, K.D. testified that nothing was 
promised her in exchange for her 
testimony, and that, at the time of the 
hearing, she was incarcerated in a 
county jail for violating her probation 
which had been imposed because she 
had violated a protective order 
involving her ex-husband. Id. at 390–91. 

Moreover, while K.D. was generally 
required to give the Investigators the 
prescriptions she obtained, after the first 
undercover visit (November 7, 2008), 
the Investigator had her go into a 
pharmacy and fill a prescription for 
oxycodone 40 mg. Tr. 1064. The 
pharmacy, however, only partially filled 
the prescription. Id. While K.D. turned 
over the drugs to the Investigators, she 
later went back and filled the rest of the 
prescription without telling them. Id. 

K.D. also admitted that in November 
2008, she had sold on the street seventy 
tablets of OxyContin for $2400, which 
she had obtained using a prescription 

issued by Respondent.27 Id. Moreover, 
on cross-examination, K.D. admitted 
that after the visit on December 22, 2008 
(during which she received a 
prescription for 120 tablets of 
oxycodone IR 30 mg.), she called 
Respondent’s office, told them she had 
lost the prescription, and obtained a 
replacement which she then filled.28 Id. 
at 408; see GX 37 (DOPL report), at 9. 
K.D. stated that she considered this 
prescription to be ‘‘legitimate,’’ because 
she was having pain that day. Tr. 406. 
The following week, K.D. was given a 
drug test which she flunked. Id. at 1171. 
She was re-incarcerated and DEA 
stopped using her as an informant.29 Id. 

K.D.’s undercover visits were 
recorded; the recordings along with 
transcripts for three of the visits were 
admitted into evidence by the 
Government. On November 3, 2008, 
after an initial discussion regarding a 
domestic violence incident with her ex- 
husband, Respondent asked K.D.: ‘‘Now, 
are you getting pills from other 
doctors?’’ GX 19, at 6. K.D. answered, 
‘‘No, I’ve been in Kansas.’’ Id. She 
indicated that for the past two months 
she had ‘‘been in a lot of pain.’’ Id. at 7. 
After replying ‘‘I’ll bet you have,’’ 
Respondent asked, ‘‘What do you want 
to do?’’ Id. K.D. said, ‘‘I want my, all 
my—I need all my meds. I need my 
oxycontin, my [roxicet], my juraset.’’ 
After a brief discussion of whether her 
insurance company had approved the 
OxyContin, Respondent asked: ‘‘Okay, 
so you want—got you down for 40 mg., 
90 of them?’’ Id. K.D. answered 
affirmatively. Id. Respondent than 
asked: ‘‘And then what else?’’ Id. at 8. 
K.D. told him 120 Roxicet 30 mg., 60 
Fioricet, and Ambien. Id. at 8. 
Continuing, K.D. complained that ‘‘I 
can’t believe you forgot this, this is just 
not cool * * * You forgot what I take.’’ 
Id. Respondent asserted that, to the 
contrary, ‘‘I make the patient tell me, to 
make sure they understand what they’re 
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getting,’’ and added that ‘‘[i]t’s just my 
little trick.’’ Id. 

Respondent then asked K.D. if she 
was ‘‘a plant from the police or the 
DEA?’’; a lengthy conversation ensued in 
which Respondent complained that his 
office had been under investigation for 
sixteen months. Id. at 9–12. During this 
part of the conversation, K.D. asked if 
she was going to get in trouble, and 
Respondent answered: ‘‘Just as long as 
you’re not abusing drugs. You’re not 
getting narcotics from any other doctor?’’ 
Id. at 10. He also complained that DEA 
had ‘‘actually sent people in with wires’’ 
and had interviewed 100 of his patients 
to find out if he was ‘‘selling pills to 
them.’’ Id. at 11–12. Respondent further 
asserted that his former partner had 
‘‘turned’’ him ‘‘in,’’ id. at 12, because he 
‘‘sued me, and then to cover up this 
lawsuit he had filed against me, * * * 
he called the DEA in on me.’’ Id. at 13. 
After venting about the lawyers 
involved in the suit, id. at 13–14, 
Respondent complained that the 
Government had seized all of his 
records and various assets and labeled 
him a terrorist. Id. at 16. After a 
discussion regarding K.D.’s mother, who 
had been put in an ‘‘ ‘old folks’ home,’’ 
id. at 20–23, the visit ended. During the 
visit, Respondent gave prescriptions for 
90 tablets of OxyContin 40 mg., 120 
tablets of oxycodone IR 30 mg., 30 
tablets of Ambien, and 60 tablets of 
Fioricet. GX 17, at 1–4. As is clear from 
the transcript and recording, 
Respondent did not physically examine 
K.D. and did not ask about her pain 
level, the efficacy of the previously 
prescribed medications, possible side 
effects, or her functional capacities. 

K.D.’s patient record for November 3, 
2008, states, however, that Respondent 
conducted a physical examination 
during which he found: ‘‘She has 
chronic low back pain. She has 
degenerative disc disease and diffuse 
tenderness L4 to S1.’’ GX 26, at 92. The 
record also states that K.D. ‘‘stated that 
she has been suffering.’’ Id. Finally, the 
record states that K.D. ‘‘will continue 
conservative treatment’’ although 
neither the recording nor the transcript 
contain evidence that her continuation 
of such treatments was discussed. Id. 

K.D.’s next undercover visit occurred 
on November 24, 2008. GX 20. K.D.’s 
meeting with Respondent began with a 
discussion of her insurance and whether 
the insurer had approved a full 
prescription. GX 20, at 4. K.D. 
complained that she had ‘‘bought twenty 
at first, and then, yeah—they, they held 
it back first, ‘cause they only approved 
that twenty. And then, I had to go back 
and call and—twenty a year—which is 
complete bulls* * *’’ Id. Respondent 

then asked whether she had gotten the 
full prescription; K.D. answered, ‘‘yes.’’ 
Id. Respondent stated that he could not 
write a refill in ‘‘less than four weeks’’ 
so that it would be the first of December 
before he could again write the 
prescription. Id. K.D. insisted, ‘‘I just 
need my meds.’’ Id. Respondent replied 
that he could give her sixty oxycodone 
tablets instead to carry her through 
Thanksgiving, and that she could then 
come back and he would not charge her 
for the new prescription. Id. at 4–5. 

Respondent then asked: ‘‘And you’re 
not working with the DEA, or wearing 
a wire, right?’’ Id. at 5. K.D. answered, 
‘‘no,’’ and Respondent complained about 
the ‘‘pressure’’ DEA was applying. Id. 
Respondent explained that it was this 
pressure ‘‘that’s why I, I just can’t do it. 
’Cause the * * * law says * * * four 
weeks.’’ Id. K.D. then replied: ‘‘Does that 
mean you’re not seeing me no more, 
either?’’ Id. Respondent asked, ‘‘What?’’ 
and K.D. repeated, ‘‘That means you’re 
not seeing me no more, either? You 
can’t see me no more? Can’t talk to me 
no more? I can’t believe you!’’ Id. 
Respondent replied, ‘‘I can’t, I can’t, 
yeah. It’s * * * crazy.’’ Id. at 6. K.D. 
said, ‘‘That’s—this is insane to me,’’ and 
Respondent replied, ‘‘Yeah.’’ Id. K.D. 
stated ‘‘you’ll be okay, though. I think’’; 
Respondent answered, ‘‘I think so’’ plus 
some inaudible comment. Id. 

Next, K.D. asked when she had to 
come back and whether Respondent 
would charge her. Id. Respondent stated 
that while he would bill K.D.’s 
insurance he would not charge her a co- 
pay. Id. Respondent and K.D. then 
agreed that her next visit would be ‘‘next 
Monday,’’ which was December 1. Id.; 
see also id. at 9. Respondent then 
affirmed that he would not charge her 
the co-pay and added, ‘‘I’ll give you 
sixty of the oxy 30s to get by and we’ll 
* * * fill everything next week.’’ Id. at 
7. 

The conversation turned to 
Respondent’s dispute with his former 
partner and the latter’s purported 
motivation for reporting him to the 
Agency. Id. K.D. then made an 
appointment with Respondent’s office 
assistant for an appointment on 
December 1, 2008. Id. at 9. At the visit, 
Respondent gave K.D. a prescription for 
sixty tablets of oxycodone IR 30 mg. GX 
17, at 5. 

Once again, K.D.’s medical record 
indicates that Respondent performed a 
physical exam at this visit, during 
which he found that ‘‘[S]he has chronic 
low back pain. She has degenerative 
disc disease and diffuse tenderness L4 
to S1.’’ GX 26, at 92. However, neither 
the transcript nor the recording of the 
visit contain any evidence suggesting 

that a physical exam was performed. In 
addition, the progress note states that 
K.D. ‘‘denie[d] getting narcotics from 
any other physician’’ although neither 
the transcript nor the recording indicate 
that Respondent asked her anything of 
the sort. Id. The progress note also states 
that K.D. ‘‘will continue conservative 
treatment’’ although no alternative form 
of treatment was discussed in the course 
of the visit. Id. 

K.D.’s third undercover visit took 
place on December 1, 2009. After a few 
inaudible exchanges between them, 
Respondent asked K.D., ‘‘today, what do 
you need?’’ GX 21, at 5. K.D. responded: 
‘‘Everything. My Oxycontin, my Roxicet, 
my Fioricet, my Ambien, and I have 
been so stressed out, so I was going to 
see if I could get some Xanax, too. I 
don’t know if I can do that with the 
Ambien, or if I have to substitute them.’’ 
Id. Respondent made an inaudible 
comment, and K.D. indicated that she 
was ‘‘going through some sh-t.’’ Id. 
Respondent then asked her, ‘‘how many 
Ambien, or, uh, Xanax do you want?’’ 
Id. They settled on thirty. Id. 
Respondent then warned K.D. that with 
Xanax, Ambien, Klonopin and Soma, 
she would ‘‘run the risk of over 
sedating.’’ Id. 

After K.D. stated that the Christmas 
holidays stressed her out, Respondent 
asked her how she was doing at her job. 
Id. at 6. K.D. replied: ‘‘I’m not making 
any money. I just barely went back to 
work, and I am just * * * freaking out 
* * * I have no more—I have—I’m just 
stressed out.’’ Id. To this Respondent 
replied, ‘‘I told you about all my money, 
didn’t I?’’ Id. He then stated: ‘‘They took 
* * * over a million dollars from me. 
And they haven’t said anything, or 
given it back, or done anything.’’ Id. 
When K.D. asked, ‘‘So I—I can’t get 
Christmas help from you this year?’’; 
Respondent offered to ‘‘give [her] every 
dollar in my wallet, but it’s only three 
dollars.’’ Id. 

A bit later, Respondent asked K.D. for 
her ‘‘newest phone number’’ and stated 
that ‘‘if anything goes better for me, I’ll 
* * * give you a call.’’ Id. at 7. K.D. then 
complained that the back of her neck 
was swollen and stated, ‘‘I need a 
massage.’’ Id. Respondent replied, ‘‘Right 
through there, yeah,’’ and K.D. 
responded, ‘‘That means no more 
massages? No more help—at all?’’ Id. 
Respondent laughed. Id. A bit later, 
Respondent said, ‘‘Well, let’s see if 
things get any better for us here.’’ Id. at 
8. 

After Respondent assured K.D. that he 
would call her if things got better for 
him, she asked if one of his employees 
‘‘get[s] mad that I close the door?’’ Id. 
Respondent answered: ‘‘She does. She 
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30 While the prescriptions Respondent gave K.D. 
are dated 12–22–08, on two of them the date of 12– 
18–08 was crossed out. GX 17, at 8 & 11. Other 
evidence suggests that the visit occurred on 
December 18, including the discussion of the need 
to post-date the prescriptions and K.D.’s patient 
record. See GX 26, at 91. The transcript was not 
entered into evidence. ALJ at 24 n. 41. 

31 In discussing this visit, the ALJ found that ‘‘[i]n 
the Respondent’s version of the transcript, K.D. 
alludes to swelling on her neck, says she is [in] 
pain, and makes something of an effort to induce 
the Respondent to provide a massage.’’ ALJ at 24 
(citing RX 13, at 5). It is not clear why the ALJ cited 
RX 13 as evidence of the December 22 visit, as he 
had previously noted that it was a transcript of the 
December 1 visit. See id. at n.40. Moreover, having 
carefully read RX 13, it is noted that it tracks 
verbatim, with only minor differences, the 
Government’s transcript of the December 1 visit. 
Compare RX 13 with GX 21. Furthermore, while the 
ALJ noted that in the recording of the December 22 
visit, K.D. thanked Respondent for a $250 gift, RX 
13 contains no such discussion. I thus find that RX 
13 is a transcript of the December 1st, and not the 
December 22nd, visit. 

thinks your [sic] doing nasty things in 
here.’’ Id. K.D. replied: ‘‘no, I would 
never do that * * * Well, not in the 
office. That’s why she gets all—yeah, I 
can tell she does not like that. But I 
don’t like to talk about my, and your 
personal business in front—yeah, I 
mean like [inaudible.]’’ Id. Respondent’s 
reply was inaudible. Id. K.D. then stated 
that when she closed the door, the 
employee ‘‘kind of gave [her] a dirty 
look’’ and didn’t like her ‘‘at all.’’ Id. at 
9. Respondent said that his employee 
did not ‘‘trust’’ K.D. and that his ‘‘mother 
said never trust anybody with a tattoo.’’ 
Id. K.D. then acknowledged that she has 
two tattoos. Id. 

Respondent inquired whether K.D. 
‘‘still live[d] in that same place?’’ Id. K.D. 
answered, ‘‘yeah,’’ and added that she 
was going to be kicked out because the 
house was being foreclosed on. Id. She 
then explained that while her ‘‘stuff’’ 
was still at the house she was actually 
‘‘living at one of those little Budget Inn 
places.’’ Id. at 9–10. After K.D. and 
Respondent discussed that neither of 
them had gone shopping due to money 
problems, Respondent said, ‘‘I am going 
to give you all the money I have * * * 
My three dollars.’’ Id. at 11. K.D. noted 
that this would allow her to get ‘‘two 
gallons’’ of gas and thanked Respondent, 
who apparently again complained about 
the investigation. Id. K.D. said, ‘‘So you 
better * * * call me,’’ and Respondent 
replied, ‘‘We’ll win.’’ Id. After K.D. told 
Respondent that he was ‘‘a friend,’’ the 
two exchanged farewell wishes. Id. at 
11–12. 

At the visit, Respondent gave K.D. 
prescriptions for 90 tablets of 
OxyContin 40 mg., 120 tablets of 
oxycodone 30 mg., 30 tablets of Xanax, 
and 60 tablets of Fioricet. GX 17, at 6– 
7. The progress note for this visit again 
states that K.D. ‘‘comes in for follow up 
of chronic low back pain,’’ and that 
Respondent had performed a physical 
examination and found that that K.D. 
‘‘has degenerative disc disease and 
diffuse tenderness L4 to S1,’’ GX 26, at 
91, although neither the transcript nor 
the recording suggests that Respondent 
performed even a perfunctory physical 
examination. Moreover, the note states 
that K.D. ‘‘denies getting narcotics from 
any other physician’’ and that she 
‘‘stated that this controls her pain well’’ 
although neither the transcript nor the 
recording provides any evidence that 
Respondent and K.D. discussed either 
issue during this visit. Id. The record 
also states that K.D. ‘‘will continue 
conservative treatment’’ although no 
discussion of such treatments took place 
in the course of the visit. Id. 

On either December 18 or 22, 2008, 
K.D. made a fourth undercover visit; an 

audio recording of the visit was entered 
into evidence. GX 48.30 The ALJ found 
that this visit shared many of the same 
characteristics of the other three visits. 
ALJ at 24. Respondent asked K.D. to tell 
him what she needed, and K.D. 
requested several controlled substances. 
GX 48. K.D. took the opportunity to 
thank Respondent for a $250.00 
gift.31 Id. During the visit, Respondent 
agreed to postdate prescriptions for K.D. 
because of an issue related to her 
insurance. Id. The visit ended with 
Respondent again bemoaning the 
investigation. Id. 

K.D.’s patient record contains no 
entry for December 22, 2008. See 
generally GX 26. An entry for December 
18, 2008, however, shares many of the 
features of the other entries, such as a 
Physical Exam section that reads: ‘‘She 
has chronic low back pain. She has 
degenerative disc disease and diffuse 
tenderness L4 to S1. Neurologically 
intact.’’ GX 26, at 91. Consistent with the 
other undercover visits, the audio 
recording reflects no indication that any 
tests were conducted that would 
support any of the findings set forth in 
the treatment notes. The note also 
indicates that K.D. ‘‘denies getting 
narcotics from any other physician’’ and 
‘‘stated this controlled her pain well.’’ Id. 
Again, however, the recording contains 
no indication that Respondent and K.D. 
discussed how the prescriptions were 
affecting her pain level and 
functionality. 

At the visit, K.D. ‘‘was given 
OXYCONTIN 40 (90), OXYCODONE 30 
mg. IR (120), FIORCET [sic] (60) and 
XANAX 1 mg. (30).’’ Id.; see also GX 17, 
at 8 (RX for 120 oxycodone IR 30 mg.), 
9 (RX for 90 OxyContin 40 mg.), 10 (RX 
for 30 Xanax 1 mg.), and 11 (RX for 60 
Fioricet). The note also states that ‘‘She 

will continue conservative treatment.’’ 
Id. 

An addendum of the same date states 
that Respondent wrote ‘‘all four’’ 
prescriptions for K.D., but that she 
returned ‘‘stating that she did not get the 
ROXICET prescription.’’ Id. Respondent 
wrote, ‘‘I will give her the benefit of the 
doubt this time and rewrite the 
ROXICET. I will check a DOPL in a few 
weeks to see if she doubled her 
prescription refill.’’ Id. As found above, 
K.D. admitted in testimony that on that 
day, she had returned to Respondent’s 
office without telling her DEA handlers, 
obtained an additional prescription, 
which she then filled at a drugstore 
across the street from Respondent’s 
practice. Tr. 408. 

In a letter of March 25, 2009, Dr. Hare 
provided an extensive analysis of 
Respondent’s prescribings to K.D. GX 
46. Therein, Dr. Hare found that 
Respondent’s initial evaluation of K.D. 
for neck pain ‘‘consisted of a very brief 
history and a rather superficial 
examination,’’ in which he stated that 
she was ‘‘neurologically intact’’ without 
providing ‘‘details as would be expected 
of the neurologic exam (reflexes sensory 
and strength examination).’’ Id. 
Respondent prescribed Lortab 7.5 and 
Soma, as well as Fioricet, which the 
patient was reportedly taking. Id. 

Dr. Hare noted that at K.D.’s third 
visit (December 17, 2004), ‘‘the patient 
reported that her medications were 
stolen and [Respondent] promptly 
reissued her medications.’’ Id. Dr. Hare 
observed that Respondent saw K.D. at 
two to three week intervals, yet he 
prescribed in a way that would ‘‘suggest 
one month medication supplies.’’ Id. 
Next, Dr. Hare observed that in May 
2005, K.D. reported that she had been 
assaulted by her husband and brought a 
police report (GX 26, at 81–82), which 
indicated that K.D. had a problem with 
substance abuse, and yet, despite this 
and the ‘‘early refills,’’ Respondent ‘‘did 
not seem fazed and continued to 
prescribe for her without concern.’’ Id. 
Moreover, ‘‘the next year [Respondent] 
gradually escalated her doses and 
sometime changed from Lortab to 
Percocet with no explanation.’’ Id. 

Next, Dr. Hare observed that on 
September 11, 2006, K.D.’s chief 
complaint changed to low back pain and 
that ‘‘there is no mention of her neck 
pain any longer.’’ Id. He also noted that 
in Respondent’s physical exam findings, 
‘‘tenderness in the back [was] 
substituted for cervical tenderness.’’ Id. 
He further noted that while oxycodone 
15 mg. was substituted for her previous 
medications because they (Lortab and 
Percocet) were upsetting her stomach, 
shortly thereafter she was ‘‘again 
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receiving Lortab and then * * * 
Percocet.’’ Id. at 2. 

Dr. Hare noted that the following 
month (October 20, 2006), a 
handwritten note signed by one of 
Respondent’s staff stated that a 
pharmacy had called and reported that 
K.D. was ‘‘getting multiple prescriptions 
from multiple doctors.’’ Id. Dr. Hare 
observed that the entry for the 
November 1, 2006 visit indicates that 
Respondent discussed the matter with 
the patient and that K.D. ‘‘claimed this 
was a matter of identity theft by a 
roommate,’’ and that on November 6, 
2006, Respondent reportedly ‘‘set up a 
plan for ‘one physician prescribing and 
one pharmacy for refills.’ ’’ Id. Dr. Hare 
noted, however, that Respondent 
‘‘[i]mmediately began prescribing a 
significantly larger dose [sic] the pain 
medication for her,’’ which ‘‘consisted of 
OxyContin 40’’ mg. Id. Dr. Hare also 
noted that K.D.’s record stated that 
methadone was causing side effects but 
that ‘‘there is no indication in her notes 
that she had ever received [m]ethadone 
from’’ Respondent. Id. Dr. Hare also 
observed that K.D. saw Respondent 
‘‘approximately every three weeks for 
refills of what were apparently 30 day 
prescriptions for’’ narcotic controlled 
substances and that ‘‘there were 
continued incidents of her over using 
her medications or early refills for 
various reasons.’’ Id 

Dr. Hare next noted that in March 
2007, despite K.D’s. having reported re- 
injuring her neck in a recent motor 
vehicle accident, the chief complaint is 
still listed as low back pain, and there 
is no mention of neck pain. Id. On 
March 9 and 27, Respondent indicated 
his concern that K.D. had run out of 
Percocet early, and, in mid-April, when 
K.D. again complained of back pain and 
that because of an ‘‘ ‘awful week’ ’’ and 
‘‘ ‘extreme pain’ ’’ she had overused her 
medication, Respondent gave her new 
prescriptions which ‘‘ ‘must last four 
weeks.’ ’’ Ten days later, K.D. reported 
her medication as stolen, and 
Respondent, indicating that there had 
been problems in the past, placed her on 
probation. Id. Dr. Hare observed that 
Respondent had also placed K.D. on 
probation in November 2006 ‘‘but he 
does not seem to recall those past 
problems.’’ Id. 

In June 2007, Respondent began to list 
degenerative disc disease as a diagnosis 
‘‘but he had not done any further 
evaluation of her that could confirm 
such a diagnosis.’’ Id. Although K.D. 
‘‘complained of some neck pain, 
numbness, tingling, and weakness in 
her arms for about a two week period, 
[Respondent] did not perform any 
additional neurologic examination 

which would be appropriate in 
diagnosing a new neurologic issue.’’ Id. 
The following month ‘‘there apparently 
is no longer any problem with her neck 
or any neurologic issues.’’ Id. Dr. Hare 
noted that Respondent had prescribed 
various drugs including Demerol (also a 
schedule II controlled substance) and 
opined that ‘‘there is really no 
explanation for these prescriptions in 
terms of trying to address a specific 
problem.’’ Id. 

Next, Dr. Hare noted that in October 
2007, K.D. had again run ‘‘out of her 
medications early after about two 
weeks.’’ Id. at 2. Dr. Hare again observed 
that an October 11 note referred to 
refilling a methadone prescription, but 
that her record contains ‘‘no indication 
* * * that she ha[d] ever been 
prescribed this medication before and 
certainly not in the immediate past.’’ Id. 
at 3. Dr. Hare further noted that 
Respondent gave her a prescription for 
Valium but that ‘‘there was no 
explanation for’’ this. Id. 

Dr. Hare found that in December 
2007, K.D. told Respondent that her 
insurance company would not cover 
OxyContin, that a pharmacist had torn 
up the prescription, and that she 
‘‘need[ed] a different medication.’’ Id. 
Dr. Hare noted that a DOPL report a few 
weeks later indicated that K.D. had, in 
fact, filled that prescription. Id. Dr. Hare 
noted that in January 2008, the medical 
record states that ‘‘ ‘the patient denies 
getting refills from other doctors but she 
has been using several pharmacies,’ ’’ yet 
Respondent ‘‘again remark[ed] about 
putting her on probation with one 
doctor and one pharmacy handling her 
prescriptions.’’ Id. Dr. Hare then 
observed that ‘‘[t]his is at least the third 
or fourth time she is put on probation 
with no consequence.’’ Id. 

Next, Dr. Hare observed that an entry 
for late January indicated that K.D. ‘‘was 
moving out of state and * * * will not 
be coming back for treatment at his 
office.’’ Id. However, ‘‘[h]e continued to 
prescribe for her’’ and actually increased 
the amount of oxycodone and gave ‘‘no 
explanation.’’ Id. Dr. Hare further noted 
that Respondent ‘‘was aware of the 
patient’s deception in filling the 
OxyContin prescription in December 
and yet he continued to prescribe for 
her.’’ Id. Dr. Hare also noted that while 
Respondent sent K.D. a letter on 
December 20, 2007, in which he 
described an ‘‘abuse situation,’’ he 
continued to see K.D. and prescribed 
controlled substances to her at three 
separate visits in January 2008. 

Next, Dr. Hare observed that 
‘‘[e]venthough [sic] his records would 
indicate that he terminated care with 
her in January,’’ in March 2008, 

Respondent again prescribed to K.D. Id. 
Dr. Hare noted that ‘‘[t]here are no 
clinical records for this visit’’ (in fact, 
this prescription was issued after one of 
the massage encounters). 

Id. Dr. Hare noted that on May 23, 
2008, only eleven days after receiving 
new prescriptions, K.D. reported that 
she had run out of her medications 
early, and Respondent gave her new 
prescriptions. Id. Dr. Hare noted that on 
May 29, 2008, K.D. again claimed that 
her medications were stolen and that 
Respondent ‘‘state[d] he will see her 
early and refill her medications for a 
month[,] but that they will need to last 
that full time.’’ The record indicates ‘‘she 
will not come in earlier than 30 days or 
I will not see her again.’’ Id. Dr. Hare 
noted, however, that there were still 
more early refills including one for 
OxyContin, which occurred only ‘‘17 
days after her last prescription.’’ Id. at 4. 

Dr. Hare then summarized the 
numerous problems he found with 
respect to Respondent’s prescribing 
practices. Id. More specifically, ‘‘[t]here 
is an inadequate history and physical 
evaluation to justify prescribing chronic 
controlled substance prescriptions and 
particularly in escalating amounts.’’ Id. 
Relatedly, when Respondent made a 
major diagnosis change from cervical 
spine pain to low back pain, ‘‘there was 
no significant additional evaluation 
done to try to delineate the problem or 
other means for treatment suggested.’’ 
Id. 

Moreover, there was frequently no 
justification in her chart for prescribing 
particular drugs and/or Respondent’s 
changing K.D.’s medications. Id. Nor 
was there ‘‘documentation or indication 
of patient improvement even with 
dramatic increases in the medications, 
such as OxyContin and Oxycodone.’’ Id. 

Next, there were ‘‘many signs and 
outright indications’’ of overuse and 
abuse such as K.D.’s ‘‘reports of stolen 
medications and other excuses for early 
refills on many occasions.’’ Id. 
Moreover, even though Respondent 
documented an ‘‘abuse situation,’’ he 
‘‘ignored these overt signs of problems 
* * * and continued prescribing to her 
without any apparent concern.’’ Id. In 
addition, Respondent never performed 
toxicology screens on K.D. Id. He also 
never enforced his rule that ‘‘one doctor 
[was] to prescribe and one pharmacy 
[was] to fill’’ the prescriptions. Id. 

Dr. Hare observed that while 
Respondent had indicated that K.D. 
would ‘‘continue conservative 
treatment,’’ there was no evidence (such 
as notes from a physical therapist) that 
such treatments ‘‘ever occurred.’’ Id. Dr. 
Hare also found that the progress ‘‘notes 
are remarkably identical from visit to 
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32 Dr. Hare also opined that the conversations 
with K.D. ‘‘became inappropriately personal with 
her personal phone number and place of residence 
given to Respondent’’ and that ‘‘[o]n one occasion 
he gave her $250 in cash.’’ GX 46, at 5. Dr. Hare 
explained that ‘‘[t]his would appear to cross the line 
of professional behavior and suggest an 
inappropriate relationship with a patient receiving 
controlled substances.’’ Id. 

visit for long periods of time even with 
inaccuracies, i.e.[,] the current 
medications which are listed as 
Hydrocodone and Fioricet for many, 
many months even when the patient has 
not been on these medications.’’ Id. 
Moreover, the ‘‘notes do not contain any 
new information, such as the response 
to treatment of the side effects to the 
medications, or other important issues.’’ 
Id. Dr. Hare opined that ‘‘[t]his would be 
consistent with record falsification.’’ Id. 

In an addendum, Dr. Hare noted that 
he had reviewed the transcripts and 
recordings of K.D.’s undercover visits. 
Id. at 5. Dr. Hare found that during these 
visits, K.D. ‘‘requested medications 
which for the most part were granted as 
written prescriptions.’’ Id. Moreover, 
‘‘during those visits,’’ ‘‘[n]o medical 
history was obtained [and] no physical 
examination was done. The 
conversations were almost entirely 
social [with] little pertaining to patient 
care.’’ Id. Continuing, Dr. Hare opined 
that ‘‘[a]s the chart notes for these visits 
indicate a physical exam the same as the 
other notes, this raises the question as 
to whether physical exams were ever 
performed. The notes corresponding to 
the recordings are falsified. It is likely 
the other[] clinic notes were also 
falsified.’’ Id. 

In summary, Dr. Hare concluded that 
that Respondent’s care for K.D. ‘‘was 
deficient in many parameters,’’ that his 
prescribing of controlled substances for 
her was ‘‘done poorly and in a 
substandard fashion,’’ and his 
prescribing ‘‘encouraged overuse of 
medications and possible diversion of 
these medications.’’ Id. at 4–5. Dr. Hare 
also found that ‘‘[t]here was [a] clear 
indication that the patient was 
overusing and likely abusing her 
medications and yet this never seemed 
to deter [Respondent] in his 
prescribing.’’ Id. Finally, Dr. Hare 
concluded that, although he ‘‘assume[d]’’ 
Respondent was paid for his services, ‘‘a 
deviation from standard care such as 
this would suggest other ‘rewards’ for 
[him] such as drugs or sexual favors.’’ 32 
Id. 

Based on his review of K.D.’s medical 
record and the transcripts and 
recordings of her four undercover visits 
as well as her numerous early refills, 
lost prescriptions, and stolen 
prescriptions, Dr. Hare testified that he 

was concerned that she was abusing her 
medications. Tr. 165–66. He also 
testified that several times Respondent 
obtained a DOPL report which showed 
that K.D. was using multiple doctors to 
obtain controlled substances, and yet in 
each instance, Respondent reacted as if 
it were ‘‘the first time it ever happened, 
and the whole process start[ed] over 
again.’’ Id. at 168. Dr. Hare testified that 
K.D.’s medical records ‘‘were really 
quite superficial on the initial 
evaluation, very little in the way of 
history or physical exam was done,’’ 
there was ‘‘essentially nothing to follow- 
up to chart her progress,’’ and ‘‘nothing 
to explain changes in medication.’’ Id. at 
169. When asked whether the 
prescriptions were issued ‘‘within the 
usual course of professional practice 
and for a legitimate medical purpose,’’ 
Dr. Hare testified that ‘‘the evaluation 
* * * and the record don’t support the 
long-term prescribing of controlled 
substances’’ and that ‘‘the records 
indicate an ongoing problem of drug 
misuse, abuse.’’ Id. 

With respect to the undercover visits, 
Dr. Hare testified that the findings of the 
physical exams were repeated 
‘‘verbatim’’ and that there was no 
indication that Respondent actually 
performed a physical examination at 
‘‘any of those visits.’’ Id. at 173. He also 
opined that the long term prescribing of 
controlled substances was not 
supported by a legitimate medical 
purpose. Id. at 174. He further testified 
that in the usual course of professional 
practice, a physician engaged in pain 
management would have done ‘‘an 
adequate evaluation of the patient to set 
the base’’ and would have to ‘‘closely 
monitor the patients’’ when there are 
‘‘multiple indications of abuse’’ such as 
in K.D.’s case. Id. at 175. Moreover, he 
then opined that if ‘‘the patient didn’t 
comply to [sic] the plan, then the 
patient should be discharged from care.’’ 
Id. at 176. 

Although Dr. Fine testified that he 
had reviewed both K.D.’s medical 
record and a letter by Dr. Hare regarding 
his review of K.D.’s medical record, Id. 
at 618, Dr. Fine offered no testimony on 
direct examination about his review of 
K.D.’s record. As he did with M.R., on 
cross-examination, Dr. Fine declined to 
offer an opinion about the transcripts of 
the undercover visits claiming he 
needed a video recording to put the visit 
in context. Id. at 873–74. However, in 
response to the Government’s 
hypothetical questions regarding the 
propriety of prescribing controlled 
substances to a patient with whom he 
had a sexual relationship, he 
acknowledged that this conduct was 
unethical and outside of the usual 

course of professional practice. Id. at 
763–64. 

Other Evidence 
Dr. Hare also reviewed the files of ten 

additional patients of Respondent— 
D.W. (GX 47), P.A. (GX 28), J.B. (GX 29), 
T.D (GX 30), S.G. (GX 31), J.H. (GX 32), 
S.J., A.M. (GX 33), S.N. (GX 34), and 
W.S. (GX 36)—and provided a letter 
summarizing his review. GX 45. Dr. 
Hare also testified about several of these 
patients individually. Dr. Fine similarly 
reviewed Respondent’s medical records 
for these patients, provided an affidavit 
that was entered into evidence, and 
testified about the results of his review. 
See RX 36. Moreover, several of the 
patients either submitted affidavits in 
support of Respondent or testified on 
his behalf. However, for reasons 
explained in the DISCUSSION section 
of this decision, in light of my findings 
with respect to M.R. and K.D., I find it 
unnecessary to make findings regarding 
these patients. 

Respondent also submitted nineteen 
affidavits from fellow physicians within 
his community in support of his 
continued registration. RX 9. Three of 
these individuals—Dr. Carlos Dribble, 
Dr. Thomas Matthews, and Dr. Richard 
Dunn—also testified, offering their 
opinion that it is in the ‘‘best interest’’ 
of the local community that Respondent 
retain his registration. See, e.g., Tr. 1215 
(Dr. Dibble); id. at 1229 (Dr. Matthews); 
id. at 1246 (Dr. Dunn). However, while 
several of the physicians who provided 
affidavits and two of the physicians who 
testified had family members who had 
been patients of Respondent, only one, 
Dr. Beard, had been a patient of 
Respondent, and this was years earlier 
for fractures, and not pain management. 
RX 9N, at 28. While these individuals 
stated that they had referred patients in 
the past and would continue to refer 
patients in the future, none of their 
testimony was based on personal 
knowledge of Respondent’s prescribing 
practices with respect to M.R. and K.D. 

Finally, I further note that Respondent 
did not testify in this proceeding. 

Discussion 
Section 304(a) of the Controlled 

Substances Act (CSA) provides that a 
registration to ‘‘dispense a controlled 
substance * * * may be suspended or 
revoked by the Attorney General upon 
a finding that the registrant * * * has 
committed such acts as would render 
his registration under section 823 of this 
title inconsistent with the public 
interest as determined under such 
section.’’ 21 U.S.C. 824(a)(4). With 
respect to a practitioner, the Act 
requires the consideration of the 
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33 As I recently explained, ‘‘this is not a contest 
in which score is kept; the Agency is not required 
to mechanically count up the factors and determine 
how many favor the Government and how many 
favor the registrant. Rather, it is an inquiry which 
focuses on protecting the public interest,’’ and thus, 
‘‘what matters is the seriousness of the registrant’s 
misconduct,’’ Jayam Krishna-Iyer, 74 FR 459, 462 
(2009); and whether he has demonstrated that the 
continuation of his registration is consistent with 
the public interest. 

following factors in making the public 
interest determination: 

(1) The recommendation of the appropriate 
State licensing board or professional 
disciplinary authority. 

(2) The applicant’s experience in 
dispensing * * * controlled substances. 

(3) The applicant’s conviction record under 
Federal or State laws relating to the 
manufacture, distribution, or dispensing of 
controlled substances. 

(4) Compliance with applicable State, 
Federal, or local laws relating to controlled 
substances. 

(5) Such other conduct which may threaten 
the public health and safety. 

Id. § 823(f). 
‘‘These factors are * * * considered 

in the disjunctive.’’ Robert A. Leslie, 
M.D., 68 FR 15227, 15230 (2003). I ‘‘may 
rely on any one or a combination of 
factors, and may give each factor the 
weight [I] deem[] appropriate in 
determining whether a registration 
should be revoked.’’ Id.; see also 
Volkman v. DEA, 567 F.3d 215, 222 (6th 
Cir. 2009). While I must consider each 
factor, I am ‘‘not required to make 
findings as to all of the factors.’’ 
Volkman, 567 F.3d at 222; see also 
Hoxie v. DEA, 419 F.3d 477, 482 (6th 
Cir. 2005); see also Morall v. DEA, 412 
F.3d 165, 173–74 (D.C. Cir. 2005).33 

The Government has the burden of 
proof. See 21 CFR 1301.44. However, 
once the Government’s establishes its 
prima facie case that the registrant has 
committed acts which render his 
registration inconsistent with the public 
interest, the burden shifts to the 
Respondent to show why the 
continuation of his registration is 
consistent with the public interest. See 
Medicine Shoppe-Jonesborough, 73 FR 
364, 387 (2008) (citing cases). 

Having considered all of the factors, I 
acknowledge that Respondent holds a 
valid medical license from the State of 
Utah and that there is no 
‘‘recommendation’’ one way or the other 
from the State Board as to whether 
Respondent should retain his 
registration (factor one). Moreover, it is 
also undisputed that Respondent had 
not been convicted of an offense related 
to controlled substances under either 
Federal or State law (factor three). 

In enacting the CSA, Congress vested 
this Agency with ‘‘a separate oversight 

responsibility [apart from that which 
exists in State authorities] with respect 
to the handling of controlled 
substances.’’ Mortimer B. Levin, 55 FR 
8209, 8210 (1990). DEA has therefore 
long recognized that it has ‘‘a statutory 
obligation to make its independent 
determination as to whether the 
granting of [a registration] would be in 
the public interest.’’ Id. Accordingly, 
‘‘DEA has long held * * * that a State’s 
failure to take action against a 
registrant’s medical license is not 
dispositive in determining whether the 
continuation of a registration is in the 
public interest.’’ Jayam Krishna-Iyer, 74 
FR 459, 461 (2009); see also Levin, 55 
FR at 8210 (holding that practitioner’s 
reinstatement by State board ‘‘is not 
dispositive’’ in public interest inquiry). 
Thus, that the Utah Department of 
Professional Licensing has taken no 
action with respect to Respondent’s 
medical license is of no consequence in 
determining whether his continued 
registration is consistent with the public 
interest. 

Likewise, while a history of criminal 
convictions for offenses involving the 
distribution or dispensing of controlled 
substances is a highly relevant 
consideration, there are any number of 
reasons why a registrant may not have 
been convicted of such an offense, and 
thus, the absence of such a conviction 
is of considerably less consequence in 
the public interest inquiry. Krishna-Iyer, 
74 FR at 461; Edmund Chein, 72 FR 
6580, 6593 n.22 (2007). Accordingly, 
that Respondent has not been convicted 
of an offense related to the distribution 
or dispensing of controlled substances is 
not dispositive of whether the 
continuation of his registration is 
consistent with the public interest. 

The primary focus of this proceeding 
is—as the Government alleged—his 
unlawful controlled substance 
prescribing practices under both Federal 
and State law, see 21 CFR 1306.04(a), 
and whether he engaged in various 
practices which ‘‘encouraged the abuse 
of controlled substances and allowed 
their misuse.’’ Show Cause Order at 2. 
This conduct is clearly relevant in 
assessing Respondent’s experience in 
dispensing controlled substances (factor 
two), his compliance with applicable 
laws related to controlled substances 
(factor four), and whether he engaged in 
‘‘other conduct which may threaten 
public health and safety’’ (factor five). 21 
U.S.C. 823(f). Accordingly, I turn to 
whether the evidence relevant under 
these factors establishes that 
Respondent has committed acts which 
render his ‘‘registration inconsistent 
with the public interest.’’ 21 U.S.C. 
824(a)(4). 

Factors Two and Four—Respondent’s 
Experience in Dispensing Controlled 
Substances and Record of Compliance 
With Applicable Controlled Substance 
Laws 

Under a longstanding DEA regulation, 
a prescription for a controlled substance 
is not ‘‘effective’’ unless it is ‘‘issued for 
a legitimate medical purpose by an 
individual practitioner acting in the 
usual course of his professional 
practice.’’ 21 CFR 1306.04(a). This 
regulation further provides that ‘‘an 
order purporting to be a prescription 
issued not in the usual course of 
professional treatment * * * is not a 
prescription within the meaning and 
intent of [21 U.S.C. 829] and * * * the 
person issuing it, shall be subject to the 
penalties provided for violations of the 
provisions of law related to controlled 
substances.’’ Id. See also 21 U.S.C. 
802(10) (defining the term ‘‘dispense’’ as 
meaning ‘‘to deliver a controlled 
substance to an ultimate user by, or 
pursuant to the lawful order of, a 
practitioner, including the prescribing 
and administering of a controlled 
substance’’) (emphasis added). 

As the Supreme Court has explained, 
‘‘the prescription requirement * * * 
ensures patients use controlled 
substances under the supervision of a 
doctor so as to prevent addiction and 
recreational abuse. As a corollary, [it] 
also bars doctors from peddling to 
patients who crave the drugs for those 
prohibited uses.’’ Gonzales v. Oregon, 
546 U.S. 243, 274 (2006) (citing United 
States v. Moore, 423 U.S. 122, 135, 143 
(1975)). 

Under the CSA, it is fundamental that 
a practitioner must establish and 
maintain a bonafide doctor-patient 
relationship in order to act ‘‘in the usual 
course of * * * professional practice’’ 
and to issue a prescription for a 
‘‘legitimate medical purpose.’’ Laurence 
T. McKinney, 73 FR 43260, 43265 n.22 
(2008); see also Moore, 423 U.S. at 142– 
43 (noting that evidence established that 
physician ‘‘exceeded the bounds of 
‘professional practice,’ ’’ when ‘‘he gave 
inadequate physical examinations or 
none at all,’’ ‘‘ignored the results of the 
tests he did make,’’ and ‘‘took no 
precautions against * * * misuse and 
diversion’’). Consistent with the CSA’s 
recognition of the State’s primary role in 
regulating the practice of medicine, the 
Act generally looks to State law and 
standards of medical practice to 
determine whether a doctor and patient 
have established (and are maintaining) a 
bonafide doctor-patient relationship. 
See Kamir Garces-Mejias, 72 FR 54931, 
54935 (2007); United Prescription 
Services, Inc., 72 FR 50397, 50407 
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34 Under Utah law, the term ‘‘[d]rug dependent 
person means any individual who unlawfully or 
habitually uses any controlled substance to 
endanger the public morals, health, safety, or 
welfare, or who is so dependent upon the use of 
controlled substances as to have lost the power of 
self-control with reference to the individual’s 
dependency.’’ Utah Code Ann. § 58–37–2(s). 

35 As numerous courts have noted with respect to 
whether a violation of the prescription requirement 
constitutes an act of intentional diversion, there 
must be ‘‘proof that the practitioner’s conduct went 
‘beyond the bounds of any legitimate medical 
practice, including that which would constitute 
civil negligence.’ ’’ United States v. McIver, 470 F.3d 
550, 559 (4th Cir. 2006) (quoted in Laurence T. 
McKinney, 73 FR 43260, 43266 (2008)). As the 
Fourth Circuit further explained, ‘‘the scope of 
unlawful conduct under § 841(a)(1) [requires proof 
that a physician] used ‘his authority to prescribe 
controlled substances * * * not for treatment of a 
patient, but for the purpose of assisting another in 
the maintenance of a drug habit’ or some other 
illegitimate purposes, such as his own ‘personal 
profit.’ ’’ Id. (quoted at 73 FR at 43266). See also 
United States v. Feingold, 454 F.3d 1001, 1010 (9th 
Cir. 2006) (‘‘[T]he Moore Court based its decision 
not merely on the fact that the doctor had 
committed malpractice, or even intentional 
malpractice, but rather on the fact that his actions 
betrayed any semblance of legitimate medical 
treatment.’’). 

To make clear, this is not a criminal trial, but 
rather, a proceeding brought under sections 303 and 
304 of CSA to protect the public interest. While 
proof of intentional or knowing diversion is highly 
consequential in these proceedings, the Agency’s 
authority to act is not limited to those instances in 
which a practitioner is shown to have engaged in 
such acts. See Paul J. Caragine, Jr., 63 FR 51592, 
51601 (1998) (‘‘Just because misconduct is 
unintentional, innocent or devoid of improper 
motivation, does not preclude revocation or denial 
[of a registration]. Careless or negligent handling of 
controlled substances creates the opportunity for 
diversion and could justify revocation or denial.’’). 

(2007); see also Volkman, 567 F.3d at 
223. But see 21 U.S.C. 829(e) (requiring 
in-person examination by physician in 
order for pharmacy to lawfully dispense 
controlled substances through the 
Internet). 

Except for in circumstances not 
relevant here, under Utah law it is 
‘‘unprofessional conduct’’ for a licensed 
physician to issue ‘‘an order or 
prescription for a drug * * * without 
first obtaining information in the usual 
course of professional practice, that is 
sufficient to establish a diagnosis, to 
identify conditions, and to identify 
contraindications to the proposed 
treatments[.]’’ Utah Code Ann. § 58–1– 
501(2)(m). Under Utah law, it is also 
‘‘unprofessional conduct’’ for a licensed 
physician to ‘‘sexually abus[e] or 
exploit[] any person through conduct 
connected with the licensee’s practice 
under this title or otherwise facilitated 
by the licensee’s license.’’ Id. § 58–1– 
501(2)(k). 

The rules promulgated under the Utah 
Controlled Substances Act further 
define ‘‘[u]nprofessional conduct’’ to 
include: 

(2) Violating any Federal or State law 
relating to controlled substances; 
* * * 

(4) failing to maintain controls over 
controlled substances which would be 
considered by a prudent practitioner to be 
effective against diversion, theft, or shortage 
of controlled substances; 
* * * 

(6) knowingly prescribing, selling, giving 
away, or administering, directly or indirectly, 
or offering to prescribe, sell, furnish, give 
away, or administer any controlled substance 
to a drug dependent person, as defined in 
Subsection 58–37–2(s), except for legitimate 
medical purposes as permitted by law[.] 34 

Utah Admin. Code r.156–37–502. See 
also id. r.156–67–502 (Utah Medical 
Practice Act Rule) (‘‘ ‘Unprofessional 
conduct’ includes * * * knowingly 
prescribing * * * any controlled 
substance as defined in Title 58, 
Chapter 37 to a drug dependent person, 
* * * unless permitted by law and 
when it its prescribed, dispensed or 
administered according to a proper 
medical diagnosis and for a condition 
indicating the use of that controlled 
substance is appropriate.’’). 

In addition, the Utah Controlled 
Substance Rules require that 
‘‘[p]rescribing practitioners shall keep 
accurate records reflecting the 

examination, evaluation and treatment 
of all patients. Patient medical records 
shall accurately reflect the prescription 
or administration of controlled 
substances in the treatment of the 
patient, the purpose for which the 
controlled substance is utilized and 
information upon which the diagnosis is 
based.’’ Id. r.156–37–602(1). The rule 
also requires that ‘‘[a] practitioner shall 
not prescribe or administer a controlled 
substance without taking into account 
the drug’s potential for abuse, the 
possibility the drug may lead to 
dependence, the possibility the patient 
will obtain the drug for a 
nontherapeutic use or to distribute to 
others, and the possibility of an illicit 
market for the drug.’’ Id. r.156–37– 
603(2). 

Finally, under the ‘‘General Rule’’ of 
the Utah DOPL, ‘‘ ‘[u]nprofessional 
conduct’ ’’ also includes ‘‘failing, as a 
prescribing practitioner, to follow the 
‘Model Policy for the Use of Controlled 
Substances for the Treatment of Pain’, 
2004, established by the Federation of 
State Medical Boards, which is hereby 
adopted and incorporated by reference.’’ 
Id. r.156–1–502(6). As noted above, with 
respect to the evaluation of a patient, 
the Model Policy provides that: 

A medical history and physical 
examination must be obtained, evaluated, 
and documented in the medical record. The 
medical record should document the nature 
and intensity of the pain, current and past 
treatments for pain, underlying or coexisting 
diseases or conditions, the effect of pain on 
physical and psychological function, and 
history of substance abuse. The medical 
record also should document the presence of 
one or more recognized medical indications 
for the use of a controlled substance. 

GX 9, at 3. 
With respect to the physician’s 

treatment plan, the Model Policy 
provides that: 

The written treatment plan should state 
objectives that will be used to determine 
treatment success, such as pain relief and 
improved physical and psychosocial 
function, and should indicate if any further 
diagnostic evaluations or other treatments are 
planned. After treatment begins, the 
physician should adjust drug therapy to the 
individual medical needs of each patient. 
Other treatment modalities or a rehabilitation 
program may be necessary depending on the 
etiology of the pain and the extent to which 
the pain and the extent to which the pain is 
associated with physical and psychosocial 
impairment. 

Id. at 4. 
With respect to the physician’s 

monitoring and supervision of his 
patient, the Model Policy states that 
‘‘[t]he physician should periodically 
review the course of pain treatment and 

any new information about the etiology 
of the pain or the patient’s state of 
health.’’ Id. Continuing, the policy 
provides that ‘‘[o]bjective evidence of 
improved or diminished function 
should be monitored * * * If the 
patient’s progress is unsatisfactory, the 
physician should assess the 
appropriateness of continued use of the 
current treatment plan and consider the 
use of other therapeutic modalities.’’ Id. 

Finally, the Model Policy states that 
‘‘[t]he physician should keep accurate 
and complete records to include[:] 1. the 
medical history and physical 
examination, 2. diagnostic, therapeutic 
and laboratory results, 3. evaluations 
and consultations, 4. treatment 
objectives, 5. discussion of risks and 
benefits, 6. informed consent, 7. 
treatments, 8. medications (including 
date, type, dosage and quantity 
prescribed), 9. instructions and 
agreements and 10. periodic reviews.’’ 
Id. 

Applying these standards, the record 
clearly establishes numerous violations 
of both the CSA’s prescription 
requirement and State law. More 
specifically, while the evidentiary 
standard applicable in this proceeding 
is the preponderance standard, 
Steadman v. SEC, 450 U.S. 91, 100–01 
(1981), there is clear and convincing 
evidence that Respondent engaged in 
the knowing or intentional diversion of 
controlled substances.35 
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Accordingly, under the public interest standard, 
DEA has authority to consider those prescribing 
practices of a physician, which, while not rising to 
the level of intentional or knowing misconduct, 
nonetheless create a substantial risk of diversion. 

Among the patients to whom he 
intentionally diverted controlled 
substances are M.R. and K.D. M.R. 
testified that her complaints of wrist 
and back pain were false and were done 
so in order to obtain controlled 
substance prescriptions. While a 
physician is entitled to believe a 
patient’s complaint, he still must 
comply with the fundamental 
requirements necessary to establish a 
legitimate doctor-patient relationship 
and properly diagnose his patient. 

As the medical records show and as 
Dr. Hare testified, at the initial visit, 
Respondent did not obtain a history 
‘‘even in regards to the occurrence of the 
wrist pain and its characterization,’’ his 
physical exam was limited to finding 
that M.R. was neurologically intact and 
grabbing her wrist, and no further tests 
were ordered. Thus, from the outset, 
Respondent did not comply with the 
Model Policy’s and Utah’s requirement 
for obtaining, evaluating and 
documenting M.R.’s medical history and 
physical examination, which mandates 
that the medical record ‘‘document the 
nature and intensity of the pain, current 
and past treatment for pain, underlying 
or coexisting disease or conditions, the 
effect of pain on physical and 
psychological function’’ and substance 
abuse history. While it is true that he 
did not prescribe Lortab to her until the 
second visit (which occurred a month 
later), the only additional finding 
related to her wrist pain made at the 
second visit was that she had ‘‘diffuse 
tenderness over the dorsum of the 
wrist.’’ 

When M.R. also complained of back- 
pain, which too was a feigned 
complaint, Respondent’s physical exam 
lasted all of ten seconds and was limited 
to having her stand up, bend over, and 
then stand up straight again. 
Respondent nonetheless prescribed 
Lortab to her. As Dr. Hare observed, 
Respondent’s evaluation of M.R.’s pain 
complaints ‘‘was inadequate to justify 
the prescribing of controlled substances 
for her conditions.’’ It is thus clear that 
Respondent did not comply with Utah’s 
standards for prescribing controlled 
substances for pain and that he lacked 
a legitimate medical purpose and acted 
outside of the usual course of 
professional practice and violated the 
CSA’s prescription requirement. 21 CFR 
1306.04(a). 

There is ample evidence to infer that 
Respondent knew full well that M.R. 
was not a legitimate pain patient. More 

specifically, she testified that she ‘‘never 
really’’ had to mention anything to get 
a refill, and that she ‘‘didn’t really need 
to complain’’ about being in pain 
‘‘because he didn’t ask if you were in 
pain.’’ She further testified that at 95% 
of her appointments, he just issued her 
a prescription whether for Lortab or 
either Valium or Xanax without 
discussing her medical condition. 
Moreover, Respondent issued her 
numerous prescriptions for Valium and 
Xanax which are unsupported by any 
documentation of a medical purpose. In 
addition, M.R.’s patient file contains a 
DOPL report which indicated that M.R. 
was obtaining controlled substances 
from another physician at the same time 
she was actively seeing him. 

Then there is the evidence pertaining 
to M.R.’s undercover visits. For 
example, while at the first of these visits 
Respondent refused to prescribe to an 
undercover Agent whom M.R. 
introduced to him, he nonetheless gave 
M.R. a refill for 90 tablets of Lortab 10 
without doing something as basic as 
asking her about her pain level. The 
transcript further shows that 
Respondent did not perform even a 
perfunctory physical exam, and yet he 
fabricated M.R.’s patient record to 
indicate that he had conducted a 
physical examination in which he found 
that she ‘‘has diffuse tenderness L4–S1’’ 
and was ‘‘neurologically intact.’’ 

At the second undercover visit, his 
inquiry was limited to asking M.R., 
‘‘how are you today?’’ Again, 
Respondent made no inquiry regarding 
her pain level and once again fabricated 
the patient record to indicate that he 
had performed a physical exam when he 
had not. Moreover, during the visit M.R. 
told him that she had shared some of 
her drugs with the Agent who had 
accompanied her at the previous visit 
and asked him if this was ‘‘okay.’’ While 
Respondent initially told M.R. that this 
was ‘‘against the law,’’ he then stated, 
‘‘Just * * * don’t tell me about it.’’ Thus, 
Respondent was clearly aware that M.R. 
was diverting drugs, and yet he gave her 
another prescription for 90 Lortab. He 
also made clear that his reason for 
declining to see the undercover Agent 
was because she had stated that she had 
previously gone to another physician 
who had been jailed for drug dealing 
and that he was ‘‘staying away from’’ 
persons who had gone to that physician. 

It is thus clear that Respondent knew 
that M.R. was not a legitimate pain 
patient and that she was seeking the 
controlled substances for illicit 
purposes (whether to self-abuse or sell 
to others is irrelevant). Yet he continued 
to prescribe to her. And even following 
these two visits, when it cannot be 

disputed that he knew that she was not 
a legitimate pain patient, he wrote her 
additional prescriptions at both her 
third and fourth undercover visits for 90 
Lortab, each of which also authorized a 
refill. 

With respect to M.R., Dr. Fine 
(Respondent’s expert) offered only the 
disingenuous testimony that he could 
not opine on the validity of 
Respondent’s prescribings during the 
undercover visits without ‘‘a full 
audiovisual recording of these visits’’ 
and that, without knowing the context 
of the physician-patient relationship, he 
couldn’t ‘‘make sense out of’’ the 
transcripts. Contrary to Dr. Fine’s 
testimony, it is possible to make sense 
out of the transcripts. What they 
manifest is that Respondent’s 
prescribings to M.R. ‘‘betrayed any 
semblance of legitimate medical 
treatment,’’ Feingold, 454 F.3d at 1010, 
were well outside of the usual course of 
professional practice, and lacked a 
legitimate medical purpose. In short, 
Respondent knowingly and 
intentionally dealt drugs to M.R. and 
violated Federal law in doing so. 21 
U.S.C. 841(a)(1). 

As for K.D., while she testified that 
she had a legitimate pain condition, she 
also acknowledged that a ‘‘huge 
percentage’’ of the prescriptions she 
obtained from Respondent were ‘‘for 
recreational use.’’ Moreover, even if is 
true that she was still suffering pain at 
the time of her initial visit, Dr. Hare 
noted that ‘‘there is an inadequate 
history and physical evaluation to 
justify prescribing chronic controlled 
substance prescriptions and particularly 
in escalating amounts.’’ Indeed, as K.D. 
testified, Respondent’s physical exam 
was limited to looking at her neck; he 
did not order diagnostic tests such as x- 
rays and did not even ask her about the 
severity of her pain. Moreover, as Dr. 
Hare noted, when Respondent changed 
his diagnosis from cervical spine pain to 
low back pain, ‘‘there was no significant 
additional evaluation done to try to 
delineate the problem or other means 
for treatment suggested.’’ 

Beyond this, throughout the course of 
his prescribing to her, Respondent 
escalated the prescriptions from Lortab 
7.5 mg, a schedule III controlled 
substance, to OxyContin 40 mg., a 
schedule II controlled substance; he also 
frequently prescribed either more Lortab 
or Percocet simultaneously with these 
prescriptions. Yet, as Dr. Hare 
explained, there was no ‘‘documentation 
or indication of patient improvement 
even with [the] dramatic increase in the 
medications, such as OxyContin and 
Oxycodone.’’ 
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36 In his exceptions, Respondent argues that K.D. 
testified that ‘‘she was in fact in real pain during 
the final undercover visit, [and] she felt the 
prescription was legitimate because she had 
legitimate pain.’’ Resp. Exc. at 27. Even if K.D. was 
in pain, this does not make the prescriptions 
Respondent issued at this visit lawful because he 
did not ask K.D. a single question about the nature 
and intensity of her pain and thus had no clinical 
basis for concluding that the prescriptions, which 
were for multiple drugs, were medically necessary 
to treat her pain. In addition, at this visit, 
Respondent also gave K.D. a prescription for Xanax. 
Yet K.D. did not testify that she had anxiety, the 
medical condition which Xanax is typically 
prescribed for. In sum, at this visit, K.D. presented 
a shopping list of drugs and in issuing the 
prescriptions, Respondent abdicated his role as a 
physician. I thus reject Respondent’s contention. 

Moreover, as Dr. Hare observed, 
Respondent escalated his prescribing 
notwithstanding that there were ‘‘many 
signs and outright indications’’ of 
overuse and abuse. These include K.D.’s 
claims that her medications were stolen 
(which occurred as early as her third 
visit); a police report for a domestic 
disturbance in May 2005, which 
indicated that she had a problem with 
substance abuse; a December 2007 letter 
in which Respondent recounted that he 
would no longer see her because she 
had claimed that her insurance would 
not pay to fill an OxyContin 
prescription and needed a prescription 
for another drug, but then filled the 
OxyContin prescription; a report from a 
local narcotics task force, which 
included a DOPL report, showing that 
she was getting controlled substances 
from five different prescribers; K.D.’s 
seeking early refills (which he provided) 
even after he received the DOPL report; 
and K.D.’s continuing to see him even 
after she had reported that she was 
moving out of state. Notwithstanding 
each of these incidents, Respondent 
continued to prescribe to K.D. 

To make clear, this is not a case of 
doctor who was merely indifferent to 
the warning signs that his patient was 
abusing or selling drugs. Rather, the 
record demonstrates that Respondent 
continued to prescribe to K.D. even after 
he was aware of some of these incidents, 
because he was using his prescribing 
authority to receive sexual favors from 
her. 

As the evidence shows, on multiple 
occasions beginning in September 2006 
and lasting through March 2008, 
Respondent engaged in sexual activities 
with K.D., which included giving her 
topless massages and digitally 
penetrating her, in exchange for 
controlled substance prescriptions. As 
even Dr. Fine acknowledged, 
Respondent’s conduct ‘‘would not be 
viewed as within the Code of Ethical 
Conduct,’’ and it would not be within 
the usual course of professional practice 
for a physician, who had engaged in 
such conduct, to issue controlled 
substance prescriptions to that person. 
Tr. 763–64. Indeed, the conduct is so far 
outside the bounds of professional 
practice as to constitute evidence of 
intentional diversion. 

K.D. also made several undercover 
visits. While at the first of these visits 
(Nov. 2008), Respondent asked her if 
she was getting pills from other doctors, 
he was then already aware that he was 
under investigation, complained that 
DEA had ‘‘actually sent people in with 
wires,’’ and also asked her if she was ‘‘a 
plant from the police or the DEA.’’ Given 
the context of the conversation (as well 

as all the other evidence regarding his 
relationship with her), it is reasonable to 
conclude that Respondent’s reason for 
asking K.D. whether she was getting 
pills from other doctors was not because 
he was concerned that she was a drug 
abuser or drug dealer, but rather, that he 
would be caught. 

While K.D. stated at this visit that she 
had ‘‘been in a lot of pain,’’ his response 
was limited to stating, ‘‘I’ll bet you 
have,’’ with no further inquiry as to her 
pain level and how it was affecting her 
ability to function, the efficacy of what 
Respondent had previously prescribed, 
and any side effects. In addition, 
Respondent fabricated K.D.’s medical 
record to indicate that he had performed 
a physical exam when he did not. 
Respondent nonetheless gave her 
prescriptions for 90 tablets of 
OxyContin 40 mg., 120 tablets of 
oxycodone IR 30 mg., and 30 tablets of 
Ambien. 

At the next undercover visit, 
Respondent again asked K.D. if she was 
‘‘working with the DEA, or wearing a 
wire?’’ This, of course, is not the type of 
conversation one would expect to occur 
in the usual course of an office visit 
involving a legitimate patient and 
doctor. While at this visit, Respondent 
stated that he could not refill one of her 
previous prescriptions (likely the 
OxyContin 40) because it was ‘‘less than 
four weeks,’’ he then gave her a 
prescription for 60 tablets of oxycodone 
IR 30 mg. (also a schedule II drug, 
which is nearly as potent as OxyContin 
40 mg.) to supply her until the following 
week. At this visit, Respondent did not 
ask her a single question about her 
purported medical condition and K.D. 
made no statements about being in pain. 
Moreover, once again Respondent 
falsified her medical record to indicate 
that he had performed a physical exam 
when he had not done so. 

At the next undercover visit, 
Respondent asked K.D. what she needed 
and she replied with a shopping list of 
drugs including ‘‘My OxyContin, my 
Roxicet, my Fioricet, my Ambien, and I 
have been so stressed out, so I was going 
to see if I could get some Xanax too.’’ 
While K.D. complained that she was 
going though some ‘‘sh-t,’’ Respondent 
asked how many Xanax she wanted, a 
question not typically asked of a patient 
by a physician in the usual course of 
professional practice but one which is 
consistent with drug dealing. While 
there was no discussion of how the 
previously prescribed drugs affected her 
pain level, functional capacities, and 
whether she had experienced any side 
effects, Respondent gave her new 
prescriptions for 90 OxyContin 40 mg., 
120 Oxycodone 30 mg., and 30 Xanax. 

And again, K.D.’s record indicates that 
at this visit Respondent performed a 
physical exam although the transcript 
contains no evidence that he did so. 

As for K.D.’s final undercover visit 
which likely occurred on December 18 
(only 17 days after the previous visit), 
the recording contains no indication 
that Respondent performed a physical 
exam on her although he indicated in 
her record that he had done so. There 
is also no indication in the recording 
that K.D. and Respondent discussed 
how the prescriptions were affecting her 
pain level and functionality although he 
indicated in her medical record that the 
prescriptions controlled her pain well. 
Once again, Respondent asked K.D. 
what she needed, and K.D. requested 
several controlled substances. 
Respondent then gave her prescriptions 
for 90 OxyContin 40 mg. (so much for 
the law which he had previously stated 
required four weeks between 
prescriptions) as well as 120 oxycodone 
30 mg. and 30 Xanax.36 

As Dr. Hare opined, in the usual 
course of professional practice, a 
physician engaged in pain management 
would have adequately evaluated his 
patient ‘‘to set the base,’’ which 
Respondent did not do. Moreover, 
when, as in K.D.’s case, there are 
‘‘multiple indications’’ that a patient is 
abusing controlled substances, a 
physician must ‘‘closely monitor the 
patient[],’’ and discharge a patient who 
did not comply with the plan. 

Of course, Respondent did none of 
these things in the course of his 
prescribing to K.D. I thus agree with Dr. 
Hare’s conclusion that Respondent 
issued to K.D. numerous prescriptions 
which were not ‘‘within the usual course 
of professional practice and for a 
legitimate medical purpose.’’ 21 CFR 
1306.04(a). And I further conclude that 
the totality of the evidence with respect 
to K.D. not only establishes that 
Respondent violated the CSA’s 
prescription requirement, but also that 
he did so knowingly and intentionally. 
21 U.S.C. 841(a)(1). 
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37 As for the evidence provided by Respondent’s 
fellow practitioners, none of them have personal 
knowledge of his prescribing practices with respect 
to M.R. and K.D. The evidence is thus not probative 
of whether he violated the CSA and Utah law in 
prescribing controlled substances to them. 

38 In light of my findings under factors two and 
four, I conclude that it is not necessary to make 
findings under factor five. 

Consistent with DEA precedent, my 
findings that Respondent intentionally 
diverted to M.R. and K.D. and did so on 
multiple occasions are sufficient to hold 
that the Government has made a prima 
facie showing that Respondent has 
committed acts which render his 
registration inconsistent with the public 
interest. As I have previously noted, the 
Agency has revoked other practitioner’s 
registration for committing as few as 
two acts of diversion, see Krishna-Iyer, 
74 FR at 463 (citing Alan H. OIefsky, 57 
FR 928, 928–29 (1992)), and the Agency 
can revoke based on a single act of 
intentional diversion. Accordingly, 
there is no need to make findings 
regarding the other patients. 

In his post-hearing brief, Respondent 
argues that he presented the testimony 
of three physicians (as well as the 
affidavits of sixteen others) to the effect 
that he should be allowed to keep his 
registration because of the benefit he 
provides to his local community. Resp. 
Summation Br. at 26. Respondent also 
cites an unpublished decision of the 
Eleventh Circuit, which vacated my 
Decision and Order in Jayam Krishna- 
Iyer, M.D., 71 FR 52148 (2006), on the 
ground that I ‘‘did not consider any of 
Petitioner’s positive experience in 
dispensing controlled substances.’’ Id. 
(quoting Krishna-Iyer v. DEA, 249 Fed. 
Appx. 159, 160 (11th Cir. 2007)). 
According to Respondent, ‘‘[a] better 
assessment of [his] medical practice and 
habits can be ascertained from [his] 
numerous positive experiences in 
prescribing controlled substances, some 
of which were recounted by the patients 
themselves * * * at the hearing.’’ Id. at 
3. 

However, as I noted in my Decision 
on remand in Krishna-Iyer, the Eleventh 
Circuit ‘‘did not cite to any decision of 
either this Agency or another court 
defining the term ‘positive experience.’ 
Nor did the Court offer any guidance as 
to the meaning of this term, which is not 
to be found in the’’ CSA. 74 FR at 460. 
Accordingly, in Krishna-Iyer, I assumed 
that the physician’s controlled- 
substance prescribings to every other 
patient in the course of her medical 
career ‘‘constitute[d] ‘positive 
experience,’ ’’ whatever that means. Id. 
at 461. However, as I noted therein, 
‘‘[h]er prescribings to thousands of other 
patients [did] not * * * render her 
prescribings to the undercover officers 
any less unlawful, or any less acts 
which ‘are inconsistent with the public 
interest.’ ’’ Id. at 463. See also Medicine 
Shoppe-Jonesborough, 73 FR 364, 386 & 
n.56 (2008) (noting that pharmacy ‘‘had 
17,000 patients,’’ but that ‘‘[n]o amount 
of legitimate dispensings can render 
* * * flagrant violations [acts which 

are] ‘consistent with the public 
interest.’ ’’), aff’d, Medicine Shoppe- 
Jonesborough v. DEA, 300 Fed. Appx. 
409 (6th Cir. 2008). 

This is so because under the CSA, 
‘‘registration is limited to those who 
have authority to dispense controlled 
substances in the course of professional 
practice.’’ Krishna-Iyer, 74 FR at 463. 
Because ‘‘patients with legitimate 
medical conditions routinely seek 
treatment from licensed medical 
professionals, every registrant can 
undoubtedly point to an extensive body 
of legitimate prescribing over the course 
of [his] professional career.’’ Id. 

In Krishna-Iyer, I further explained 
that ‘‘evidence that a practitioner has 
treated thousands of patients [without 
violating the CSA] does not negate a 
prima facie showing that a practitioner 
has committed acts inconsistent with 
the public interest. While such evidence 
may be of some weight in assessing 
whether a practitioner has credibly 
shown that she has reformed her 
practices, where a practitioner commits 
intentional acts of diversion and insists 
she did nothing wrong, such evidence is 
entitled to no weight.’’ Id. 

Accordingly, even assuming, without 
deciding, that Respondent’s prescribing 
practices to all of his other patients 
(including those whose medical records 
were reviewed by the Government’s 
expert) fully complied with the CSA 
and Utah law, these prescribings do not 
refute the evidence showing that he 
intentionally diverted to M.R. and K.D. 
in violation of both the CSA and Utah 
law.37 I thus reject Respondent’s 
arguments and conclude that the 
Government has established a prima 
facie case that his continued registration 
is ‘‘inconsistent with the public 
interest.’’38 21 U.S.C. 823(f). 

Sanction 

Under Agency precedent, where, as 
here, ‘‘the Government has proved that 
a registrant has committed acts 
inconsistent with the public interest, a 
registrant must ‘present[] sufficient 
mitigating evidence to assure the 
Administrator that [he] can be entrusted 
with the responsibility carried by such 
a registration.’ ’’ Medicine Shoppe- 
Jonesborough, 73 FR at 387 (quoting 
Samuel S. Jackson, 72 FR 23848, 23853 
(2007) (quoting Leo R. Miller, 53 FR 

21931, 21932 (1988)). Moreover, 
because ‘‘past performance is the best 
predictor of future performance, ALRA 
Labs, Inc. v. DEA, 54 F.3d 450, 452 (7th 
Cir. 1995), [DEA] has repeatedly held 
that where a registrant has committed 
acts inconsistent with the public 
interest, the registrant must accept 
responsibility for [his] actions and 
demonstrate that [he] will not engage in 
future misconduct.’’ Medicine Shoppe, 
73 FR at 387; see also Jackson, 72 FR at 
23853; John H. Kennedy, 71 FR 35705, 
35709 (2006); Prince George Daniels, 60 
FR 62884, 62887 (1995). See also Hoxie 
v. DEA, 419 F.3d at 483 (‘‘admitting 
fault’’ is ‘‘properly consider[ed]’’ by DEA 
to be an ‘‘important factor[]’’ in the 
public interest determination). 

As noted above, Respondent did not 
testify in this proceeding. It has long 
been settled, however, that the Fifth 
Amendment privilege does not preclude 
the Agency from drawing an adverse 
inference based on a registrant’s failure 
to testify in a proceeding under sections 
303 and 304 of the Act. Cf. Baxter v. 
Palmigiano, 425 U.S. 308, 318–20 
(1976); see also The Lawsons, Inc., 72 
FR 74334, 74339 (2007); United 
Prescription Services, Inc., 72 FR 50397, 
50409 n.31 (2007). Based on 
Respondent’s failure to testify, I further 
conclude that Respondent does not 
accept responsibility for his 
misconduct, and therefore, he has not 
rebutted the Government’s prima facie 
showing that his continued registration 
is inconsistent with the public interest. 
See Krishna-Iyer, 74 FR at 464. 

Respondent nonetheless argues that 
the revocation of his ‘‘registration is an 
extreme penalty and a limited 
restriction of his DEA registration is 
likely more appropriate.’’ Resp. 
Summation Br. Findings at 31. As 
support for his contention, Respondent 
cites several agency decisions which 
granted a restricted registration to a 
practitioner. See id. at 31–32. None of 
these cases support Respondent. 

In Larry L. Kompus, 55 FR 30990, 
30991–92 (1990), the physician’s 
misconduct, which involved trading 
controlled substances for sexual favors, 
had occurred ‘‘more than ten years’’ 
earlier. Moreover, in contrast to 
Respondent, the physician 
‘‘acknowledged the wrongfulness of his 
actions and ha[d] shown remorse for 
them.’’ Id. 

Likewise, in William P. Jerome, 61 FR 
11867, 11867–68 (1996), there was 
extensive evidence of the physician’s 
misconduct which also involved trading 
controlled substances (both samples and 
prescriptions) for sexual favors and 
trading controlled substances for other 
controlled substances and/or cash. Id. 
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39 In Krishna-Iyer, I made clear that while there 
may be a few isolated decisions that suggest that a 
practitioner who has committed only a few acts of 
diversion may regain his registration ‘‘without 
having to accept responsibility for his misconduct, 
the great weight of the Agency’s decisions is to the 
contrary.’’ 74 FR at 464 (citation omitted). I 
explained that ‘‘[b]ecause of the grave and 
increasing harm to public health and safety caused 
by the diversion of prescription controlled 
substances, even where the Agency’s proof 
establishes that a practitioner has committed only 
a few acts of diversion, this Agency will not grant 
or continue the practitioner’s registration unless he 
accepts responsibility for his misconduct.’’ Id. I 
further held that to the extent any decision of this 
Agency suggests otherwise, it is overruled. Id. at 
n.9. Thus, were a case to present facts similar to 
those of Caragine, I would likely deny the 
practitioner’s application. 

As I also noted in Krishna-Iyer: ‘‘The diversion of 
controlled substances has become an increasingly 
grave threat to this nation’s public health and 
safety. According to The National Center on 
Addiction and Substance Abuse (CASA), ‘[t]he 
number of people who admit abusing controlled 
prescription drugs increased from 7.8 million in 
1992 to 15.1 million in 2003.’ ’’ 74 FR at 463 
(quoting National Center on Addiction and 
Substance Abuse, Under the Counter: The Diversion 
and Abuse of Controlled Prescription Drugs in the 
U.S. 3 (2005) [hereinafter, Under the Counter]). 
CASA also found that ‘‘[a]pproximately six percent 
of the U.S. population (15.1 million people) 
admitted abusing controlled prescription drugs in 
2003, 23 percent more than the combined number 
abusing cocaine (5.9 million), hallucinogens (4.0 
million), inhalants (2.1 million) and heroin 
(328,000).’’ Id. (quoting Under the Counter at 3). 
Finally, CASA found that ‘‘[b]etween 1992 and 
2003, there has been a * * * 140.5 percent increase 
in the self-reported abuse of prescription opioids,’’ 
and in the same period, the ‘‘abuse of controlled 
prescription drugs has been growing at a rate twice 
that of marijuana abuse, five times greater than 
cocaine abuse and 60 times greater than heroin 
abuse.’’ Id. (quoting Under the Counter at 4). 

1 In addition, the DI had previously gone to 
Respondent’s registered address and met its 
‘‘current occupant,’’ who stated that he was in 
contact with Respondent but that the latter ‘‘had 
been out of the country for a few years.’’ The DI gave 
this person his contact information and asked that 
he have Respondent contact him; however, 
Respondent did not contact the DI. The DI also 

However, the physician had committed 
the acts at least six years earlier. Id. 
Most importantly, in addition to 
presenting evidence of his 
rehabilitation, the physician admitted 
that he had violated Federal law and 
‘‘testified as to his remorse for his past 
misconduct and his determination that 
he [would] not engage in such conduct 
in the future.’’ Id. at 11870. The case 
thus provides no comfort to 
Respondent. 

In another portion of his brief, 
Respondent cites three additional cases 
in which the Agency granted a restricted 
registration to a practitioner. See Resp. 
Summation Br. at 26–27 (citing Karen A. 
Kruger, 69 FR 7016 (2004); Wesley G. 
Harline, 65 FR 5665 (2000); Paul J. 
Caragine, Jr., 63 FR 51592 (1998)). 
However, none of these cases support 
granting Respondent a restricted 
registration. 

In Caragine, unlike here, there was no 
evidence of intentional diversion and 
the physician testified that he had 
undergone training to help him better 
identify and manage drug-seeking 
patients.39 See 63 FR at 51601. Likewise, 
in Harline, there was no evidence of 

intentional diversion. Indeed, the 
Agency specifically held that the 
prescriptions in dispute were issued for 
a legitimate medical purpose and thus 
did not violate the CSA. See 65 FR at 
5671. Furthermore, the practitioner 
admitted that he had violated State law 
and gave assurance that he would not 
do so in the future. Id. Finally, Kruger 
involved a practitioner who wrote 
fraudulent prescriptions to obtain drugs 
for self-abuse and not to divert to others. 
The practitioner, however, readily 
admitted her misconduct and provided 
evidence that she had undergone 
treatment. 

In contrast to these cases, Respondent 
does not remotely meet the Agency’s 
standards for obtaining a restricted 
registration. His failure to testify 
precludes a finding that he has accepted 
responsibility for his misconduct. His 
misconduct is egregious; that he 
continued to provide unlawful 
prescriptions even when he knew he 
was under investigation renders it 
especially so. Thus, even if Respondent 
provided treatment to some legitimate 
patients and those patients benefitted 
from his treatment of them, the evidence 
with respect to M.R. and K.D. 
establishes that he is still a drug dealer. 

In short, Respondent has not rebutted 
the Government’s prima facie case that 
he has committed acts which ‘‘render 
his registration * * * inconsistent with 
the public interest.’’ 21 U.S.C. 824(a)(4). 
Accordingly, I conclude that the public 
interest requires that his registration be 
revoked and his pending application be 
denied. And because of the 
egregiousness of his misconduct, I 
conclude that the public interest 
requires that his Order be effective 
immediately. See 21 CFR 1316.67. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(f) & 824(a), as well as 
by 28 CFR 0.100(b) & 0.104, I order that 
DEA Certificate of Registration, 
AM9742380, issued to Dewey C. 
MacKay, M.D., be, and it hereby is, 
revoked. I further order that any 
pending application to renew or modify 
the registration be, and it hereby is, 
denied. This Order is effective 
immediately. 

Dated: August 3, 2010. 

Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20211 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

Nicholas J. Jerrard, M.D.; Revocation 
of Registration 

On September 30, 2009, the Deputy 
Assistant Administrator, Office of 
Diversion Control, Drug Enforcement 
Administration (DEA), issued an Order 
to Show Cause to Nicholas J. Jerrard, 
M.D. (Respondent), of San Diego, 
California. The Show Cause Order 
proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, BJ6361036, which 
authorizes him to dispense controlled 
substances as a practitioner, on the 
ground that he does not ‘‘have authority 
to practice medicine or handle 
controlled substances in the state of 
California.’’ Show Cause Order at 1. The 
Order also proposed the denial of ‘‘any 
pending applications for renewal or 
modification of’’ Respondent’s 
registration. Id. 

Specifically, the Order alleged that 
the Medical Board of California (MBC) 
had ‘‘revoked [Respondent’s] State 
medical license’’ and that he is 
‘‘currently without authority to handle 
controlled substances in the State of 
California.’’ Id. The Order also alleged 
that the Board based its revocation of 
his license ‘‘on a report from the Oregon 
Board of Medical Examiners’’ which 
indicated that he ‘‘failed a pre- 
employment drug screen by testing 
positive for two Schedule IV controlled 
substances and failed to provide proof 
of valid prescriptions for the 
medications.’’ Id. at 2. Finally, the Order 
alleged that in an interview with an 
MBC investigator in June 2008, 
Respondent ‘‘admitted that [he] had 
used methamphetamine approximately 
every two months since 2005.’’ Id. 
Finally, the Order notified Respondent 
of his right to request a hearing on the 
allegations, the procedure for doing so, 
and the consequences for failing to do 
so. Id. 

On December 10, 2009, a DEA 
Diversion Investigator (DI) served 
Respondent by leaving a copy of the 
Show Cause Order at Respondent’s 
registered address. Moreover, on 
December 22, 2009, the DI left a copy of 
Show Cause Order at an address in San 
Diego for Respondent which he had 
obtained from the MBC.1 
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performed an Internet search for Respondent’s 
‘‘possible practice locations’’ but was ‘‘unable to 
locate any pertinent information.’’ 

As regards the sufficiency of service of the Order 
to Show Cause, I conclude that notwithstanding 
that Respondent was not personally served, the 
Government has met the requirements of the Due 
Process Clause. As to notice, due process is satisfied 
when ‘‘[t]he means employed [are] such as one 
desirous of actually informing the absentee might 
reasonably adopt to accomplish.’’ Mullane v. 
Central Hanover Bank & Trust Co., 339 U.S. 306, 
315 (1950). More recently, the Supreme Court has 
held that ‘‘[d]ue process does not require that a 
property owner receive actual notice before the 
government may take his property.’’ Jones v. 
Flowers, 547 U.S. 220, 226 (citing Dusenbery v. 
United States, 543 U.S. 161, 170 (2002)). 
Furthermore, due process does not require ‘‘heroic 
efforts,’’ Dusenbery, 534 U.S. at 170, but rather only 
that ‘‘the government * * * provide ‘notice 
reasonably calculated, under all the circumstances 
to apprise interested parties of the pendency of the 
action and afford them an opportunity to present 
their objections.’ ’’ 547 U.S. at 226 (quoting Mullane, 
339 U.S. at 314). I accordingly find that the DI’s 
efforts to serve the Order on Respondent satisfied 
due process notwithstanding the Government’s 
inability to effectuate personal service as the DI’s 
efforts were ‘‘reasonably calculated, under all the 
circumstances, to apprise [Respondent] of the 
pendency of the action.’’ Mullane, 339 U.S. at 314. 

Since the date of service of the Show 
Cause Order, more than thirty days have 
passed and neither Respondent, nor 
anyone purporting to represent him, has 
requested a hearing. I therefore find that 
Respondent has waived his right to a 
hearing and issue this Decision and 
Final Order based on the record 
submitted by the Government. 21 CFR 
1301.43. I make the following findings. 

Findings 
Respondent holds DEA Certificate of 

Registration BJ6361036, which was last 
renewed on January 1, 2008. The 
registration does not expire until 
December 31, 2010. 

On March 24, 2009, the MBC adopted 
a Default Decision and Order in a case 
brought against a Respondent’s State 
medical license. In re Nicholas Joseph 
Jerrard, M.D., No. 10–2006–179554, 
Decision at 1 (Med. Bd. Cal. 2009). 
According to the decision, in November 
2006, the MBC received a report from 
the Oregon Board of Medical Examiners 
(Oregon Board) which indicated that 
Respondent ‘‘had failed a pre- 
employment drug screen by testing 
positive for nordiazepam and 
temazepam and had failed to provide 
proof of a valid prescription for the 
medication.’’ In re Jerrard, Default 
Decision and Order at 5. After an 
investigation, the Oregon Board allowed 
Respondent to withdraw his application 
to reactivate his medical license and 
closed the matter with no action taken. 
Id. 

On June 10, 2008, an Investigator from 
the MBC interviewed Respondent. 
During the interview, Respondent 

admitted that ‘‘he had used 
methamphetamines approximately 
every two months since 2005.’’ Id. at 6. 

The MBC further found that following 
the pre-employment drug screen which 
he failed, Respondent was evaluated at 
the Betty Ford Center. Id. The Center 
recommended that he undergo six 
months of inpatient treatment. Id. 
Because of financial reasons and his fear 
of losing two jobs, Respondent did not 
follow through with the 
recommendation. Id. 

However, around January 2008, he 
underwent some ten weeks of treatment 
at Rancho L’Abri, another inpatient 
facility. Id. After his discharge, 
Respondent found out that he had been 
fired from both his jobs and experienced 
a relapsed. Id. Thereafter, he was 
readmitted to Rancho L’Abri for one 
month and discharged to a 90-day 
outpatient program. Id. Respondent, 
nevertheless, participated in the 
program for only one day, indicating 
that he did not ‘‘feel comfortable there.’’ 
Id. Subsequently, he joined another 
outpatient treatment program from 
which he graduated in September 2008. 
Id. 

The MBC further concluded that 
Respondent had ‘‘[s]elf-administered 
controlled substances’’ in violation of 
California Business and Professions 
Code section 2239(a), and that he 
‘‘[e]ngaged in conduct which breaches 
the rules or ethical code of the medical 
profession, or conduct which is 
unbecoming to a member in good 
standing of the medical profession, and 
which demonstrates an unfitness to 
practice medicine’’ in violation of 
California Business and Professional 
Code section 2234. Id. at 7. The MBC 
then revoked Respondent’s license to 
practice medicine effective April 23, 
2009. Decision at 1. 

Discussion 
Under the Controlled Substances Act 

(CSA), a practitioner must be currently 
authorized to handle controlled 
substances in ‘‘the jurisdiction in which 
he practices’’ in order to maintain a DEA 
registration. See 21 U.S.C. 802(21) 
(defining the term ‘‘practitioner’’ as a 
person ‘‘licensed, registered, or 
otherwise permitted, by the United 
States or the jurisdiction in which he 
practices * * * to distribute, dispense 
* * * [or] administer * * * a 
controlled substance’’); id. § 823(f) (‘‘The 
Attorney General shall register 
practitioners * * * to dispense * * * 
controlled substances * * * if the 
applicant is authorized to dispense 
* * * controlled substances under the 
laws of the State in which he 
practices.’’). 

Accordingly, DEA has held repeatedly 
that the CSA requires the revocation of 
a registration issued to a practitioner 
whose State license has been suspended 
or revoked. David Wang, 72 FR 54297, 
54298 (2007); Sheran Arden Yeates, 71 
FR 39130, 39131 (2006); Dominick A. 
Ricci, 58 FR 51104, 51105 (1993); Bobby 
Watts, 53 FR 11919, 11920 (1988). See 
also 21 U.S.C. 824(a)(3) (authorizing the 
revocation of a registration ‘‘upon a 
finding that the registrant * * * has had 
his State license or registration 
suspended [or] revoked * * * and is no 
longer authorized by State law to engage 
in the * * * distribution [or] dispensing 
of controlled substances’’). Because 
Respondent is no longer licensed to 
practice medicine and therefore cannot 
dispense controlled substances in 
California, the State in which he is 
registered with DEA, under the CSA, he 
is no longer entitled to hold his 
registration. Accordingly, his 
registration will be revoked. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I order that 
DEA Certificate of Registration, 
BJ6361036, issued to Nicholas J. Jerrard, 
M.D., be, and it hereby is, revoked. I 
further order that any pending 
application of Nicholas J. Jerrard, M.D., 
to renew or modify his registration, be, 
and it hereby is denied. This Order is 
effective September 15, 2010. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20194 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 09–8] 

Tony T. Bui, M.D.; Revocation of 
Registration 

On September 15, 2008, the Deputy 
Assistant Administrator, Office of 
Diversion Control, issued an Order to 
Show Cause to Tony T. Bui, M.D. 
(Respondent), of Bedford, Texas. The 
Show Cause Order proposed the 
revocation of Respondent’s DEA 
Certificate of Registration, BB8997857, 
which authorizes him to dispense 
controlled substances as a practitioner, 
and the denial of any pending 
applications to renew or modify his 
registration, on the ground that his 
‘‘continued registration is inconsistent 
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with the public interest.’’ ALJ Ex. 1, at 
1 (citing 21 U.S.C. 823(f) & 824(a)(4)). 

More specifically, the Show Cause 
Order alleged that Respondent has ‘‘a 
history of cocaine abuse’’ and that on, or 
about, December 13, 2007, the Texas 
Medical Board ordered Respondent to 
provide a urine sample. Id. The Order 
alleged that the sample ‘‘tested positive 
for cocaine metabolites’’ and that ‘‘[a] 
retest of the same sample reconfirmed’’ 
this result. Id. 

The Show Cause Order also alleged 
that Respondent has failed to keep his 
registered address current with the 
Agency as required by 21 CFR 1301.51. 
Id. Next, the Show Cause Order alleged 
that Respondent was ‘‘dispensing 
narcotic drugs for narcotic treatment 
without the necessary authorization.’’ Id. 
at 2 (citing 21 U.S.C. 823(g) and 21 CFR 
101.13). Finally, the Show Cause Order 
alleged that Respondent had ‘‘written 
prescriptions for Jintropin, a human 
growth hormone, which the Food and 
Drug Administration has not approved 
for use in the United States.’’ Id. 

Respondent’s request for a hearing 
was not received by Agency until 
October 29, 2008, and was thus beyond 
the thirty-day period for requesting a 
hearing. See 21 CFR 1301.43(a). 
Respondent’s counsel explained that he 
had sent the request on October 14, but 
that one of his staff had typed an 
incomplete address on the envelope 
which was used for mailing the request, 
and that as a result, the mailing was 
returned. ALJ Ex. 11, at 1. Respondent’s 
counsel promptly refiled the hearing 
request. ALJ Ex. 2. Finding that the 
Government had not objected to 
Respondent’s hearing request, and 
reasoning that ‘‘the law seeks to avoid a 
result where a blameless party suffers 
because of the errors or neglect of his 
attorney,’’ the ALJ concluded that 
Respondent had shown ‘‘good cause’’ for 
his untimely filing. ALJ Ex.12, at 1–2; 
see also 21 CFR 1301.43(d). 

Following pre-hearing procedures, the 
ALJ conducted a hearing in Dallas, 
Texas on August 4–5, 2009. At the 
hearing, both parties elicited testimony 
and submitted various documents for 
the record. Thereafter, both parties filed 
briefs containing their proposed 
findings of fact, conclusions of law, and 
arguments. 

On September 16, 2009, the ALJ 
issued his recommended decision 
(hereinafter, also ALJ). Therein, the ALJ 
concluded that the Government had 
proved that ‘‘Respondent ha[d] 
committed acts that are inconsistent 
with the public interest.’’ ALJ at 37. The 
ALJ further concluded that ‘‘Respondent 
has not accepted responsibility for his 
actions, expressed remorse for his 

conduct at any level, or presented 
evidence that could reasonably support 
a finding that’’ his registration should be 
continued. Id. 

With respect to factor one—the 
recommendation of the state licensing 
board—the ALJ noted that ‘‘Respondent 
has had a somewhat storied history with 
the Texas Medical Board’’ and that 
‘‘[t]here has been a repeated pattern of 
the Board meting out sanctions that are 
followed by additional misconduct,’’ but 
that the Board ‘‘has authorized the 
Respondent to continue to practice 
medicine.’’ Id. at 23–34. However, based 
on the extensive precedent which holds 
that the Agency has an ‘‘independent 
responsibility to determine whether a 
registration is in the public interest,’’ 
and that possessing ‘‘a state license is a 
necessary, but not a sufficient condition 
for registration,’’ the ALJ concluded that 
while Respondent is currently 
authorized to practice medicine in 
Texas, this factor ‘‘does not weigh for or 
against a determination as to whether 
[the] continuation of [his registration] is 
consistent with the public interest.’’ Id. 
at 24. 

The ALJ then turned to factor three— 
Respondent’s conviction record for 
offenses relating to the manufacture, 
distribution and dispensing of 
controlled substances. While noting that 
Respondent had been indicted and 
received a deferred adjudication under 
Texas law for the felony offense of 
possession of a controlled substance, the 
ALJ, after noting the confused state of 
agency precedent, concluded that his 
offense did not implicate this factor 
because it was not an offense which 
‘‘relat[es] to the manufacturing, 
distribution, or dispensing of controlled 
substances.’’ Id. at 25. Thus, the ALJ 
held that ‘‘this factor does not weigh 
against * * * Respondent.’’ Id. at 26. 

Next, the ALJ considered together 
factors two (Respondent’s experience in 
dispensing controlled substances), four 
(compliance with applicable laws 
related to controlled substances) and 
five (such other conduct which may 
threaten public health and safety). With 
respect to Respondent’s prescribing 
practices, the ALJ concluded that the 
Government had not proven that 
Respondent violated Federal law by 
prescribing narcotic controlled 
substances for maintenance or 
detoxification purposes. Id. at 29. 

With respect to Respondent’s 
prescribing of human growth hormone 
including Jintropin, a substance which 
has not been approved by the Food and 
Drug Administration for any medical 
indication, the ALJ acknowledged that 
‘‘human growth hormone is not a 
controlled substance with the meaning 

of the’’ Controlled Substances Act and 
that ‘‘Respondent’s issuance of a 
prescription for the substance for 
purposes other than FDA-approved uses 
does not fall squarely within the 
purview of the criminal statute.’’ Id. at 
30. The ALJ reasoned, however, that 
‘‘because he issued prescriptions for 
human growth hormone for 
unauthorized uses and for Jintropin for 
any use, he violated federal law by 
issuing prescriptions outside the usual 
course of professional practice.’’ Id. 
(citing 21 CFR 1306.04(a)). The ALJ also 
concluded that this conduct was 
relevant under factor five, reasoning that 
‘‘[i]t would be difficult to conceive of a 
scenario that hits closer to the mark of 
a dangerous prescribing practice than 
the prescribing of substances for 
purposes that have not been approved 
by the FDA and the prescribing of a 
substance not approved for any purpose 
by the FDA.’’ Id. at 31. 

Next, the ALJ considered the evidence 
pertaining to Respondent’s use of 
cocaine and alcohol. The ALJ noted that 
within two months of his entering into 
an agreed order with the Texas Medical 
Board, which required him to undergo 
treatment and urinalysis, Respondent 
used cocaine and then ‘‘fabricated a tale 
about innocent ingestion’’ and ‘‘procured 
a false letter from a former girlfriend 
admitting to a soft-drink adulteration 
that never occurred.’’ Id. at 32. 
Moreover, even after the Texas Board 
restored his license (following a 
suspension), Respondent failed to check 
in for testing and then tested positive for 
alcohol, a result he claimed was caused 
by his use of an antiperspirant. Id. The 
ALJ further noted that while the Texas 
Board gave him ‘‘yet another chance,’’ 
Respondent subsequently tested 
positive for cocaine. Id. The ALJ further 
found that ‘‘Respondent has met every 
objective indication of his continued 
substance abuse issues with denials and 
fabrications.’’ Id. at 32–33. 

Noting the ‘‘settled Agency precedent 
that a registrant’s continuing substance 
abuse and/or unsuccessful rehabilitation 
efforts are contrary to the public safety 
and militate against entrusting such a 
person with the responsibilities 
attendant upon a registration,’’ the ALJ 
concluded that because ‘‘Respondent is 
not being currently monitored for 
substance abuse, there is no way to 
accurately gauge whether he has 
subsequently taken definitive, 
successful steps to overcome his 
substance abuse issues * * * [and] [t]he 
evidence regarding the continued 
episodes of cocaine use weighs in favor 
of revocation.’’ Id. at 33. 

The ALJ also observed that 
Respondent had changed his practice 
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1 Respondent also excepted to the ALJ’s finding 
that the Diversion Investigator who investigated 
him was not biased. Id. at 3. 

address at least four different times 
without updating his registered 
location. Id. at 34 (citing 21 CFR 
1301.12(a) & (b)(3)). While noting that 
‘‘the nature of his practice at each 
practice address was not demonstrated 
with crystal clarity at the hearing,’’ the 
ALJ concluded that the record showed 
that Respondent had administered 
testosterone injections to at least one 
person at an unregistered address. Id. at 
34. Moreover, the ALJ noted that 
Respondent was apparently no longer 
practicing at the address listed on his 
renewal application and thus his 
renewal application could be denied on 
this basis alone. Id. at 35. The ALJ also 
did not find persuasive Respondent’s 
explanation that he had failed to update 
his addresses because ‘‘he had difficulty 
remembering to fulfill this obligation.’’ 
Id. at 36. The ALJ thus concluded that 
factors two, four, and five ‘‘weigh 
strongly in favor of revocation’’ of 
Respondent’s registration. Id. 

The ALJ thus held that ‘‘Respondent 
has committed acts that are inconsistent 
with the public interest.’’ Id. at 37. 
Moreover, the ALJ found that 
‘‘Respondent has not accepted 
responsibility for his actions, expressed 
remorse for his conduct at any level, or 
presented evidence that could 
reasonably support a finding that’’ he 
can be entrusted with a registration. Id. 
The ALJ thus recommended that 
Respondent’s registration be revoked 
and any pending applications be 
denied. Id. 

Thereafter, Respondent filed 
exceptions to the ALJ’s recommended 
decision. More specifically, Respondent 
excepted to the ALJ’s finding that he 
had ingested cocaine in the days before 
his positive urine test, contending that 
the ALJ had disregarded several 
significant inconsistencies in the 
testimony of the Government’s expert 
regarding the sensitivity of hair testing. 
Resp. Exceptions at 1–3. Respondent 
also maintained that an Agency 
Investigator had violated his right to 
procedural due process when she told 
Respondent that he could not prescribe 
controlled substances until further 
notice from the Agency. Id. at 3–4. 
Finally, Respondent excepted to the 
ALJ’s recommendation that his 
registration be revoked, contending that 
he provided ‘‘sufficient mitigating 
evidence’’ to support his being granted 
‘‘a restricted registration.’’ Id. at 5.1 

On October 13, 2009, the record was 
forwarded to me for Final Agency 
Action. Having considered the entire 

record, I hereby issue this Decision and 
Final Order. I agree with the ALJ that 
the Government has not proved that 
Respondent prescribed methadone for 
maintenance or detoxification purposes 
in violation of 21 U.S.C. 823(g), and that 
substantial evidence supports the 
conclusion that Respondent ingested 
cocaine in December 2007. I reject the 
ALJ’s conclusion that Respondent’s 
prescribing of human growth hormone 
(including Jintropin) violated 21 CFR 
1306.04(a), and further hold that the 
allegation is beyond the Agency’s 
authority to adjudicate under 21 U.S.C. 
823(f). I also reject the ALJ’s finding that 
Respondent violated Federal law by 
administering controlled substances at a 
non-registered location. However, I 
agree with the ALJ that Respondent has 
failed to accept responsibility with 
respect to his ingestion of cocaine in 
December 2007. Accordingly, I make the 
following findings. 

Findings of Fact 
Respondent is a doctor of medicine 

with training in physical medicine and 
rehabilitation who currently practices 
geriatric medicine in Dallas, Texas. Tr. 
261 & 265; GX 3, at 1. Respondent has 
been licensed by the Texas Medical 
Board since May 10, 1997. GX 3, at 1. 

Respondent previously held DEA 
Certificate of Registration, BB5278141, 
which authorized him to dispense 
controlled substances as a practitioner. 
GX 11, at 5. However, as discussed more 
fully below, on November 7, 2003, the 
Texas Medical Board suspended 
Respondent’s medical license for a 
period of six months, GX 4, at 3–4; and 
on January 15, 2004, Respondent 
surrendered this registration. GX 11, at 
2. 

On October 28, 2004, after the State 
restored Respondent’s medical license, 
Respondent obtained a new 
practitioner’s registration, BB8997857, 
for the location of 4300 MacArthur Ave., 
Suite 265, Dallas, Texas. Id. at 2. On 
July 24, 2007, Respondent applied to 
both renew and modify the registration 
by changing his registered location to 
1901 Central Drive, Suite 805, Bedford, 
Texas. Id. While Respondent was issued 
a new certificate for the Bedford 
address, the Agency did not renew his 
registration. GX 1. On January 8, 2009, 
Respondent submitted a new request to 
modify his registration by changing the 
address to 2735 Villa Creek Drive, Suite 
110C, Dallas, Texas. GX 11, at 2. 

The State Investigations 
On April 16, 2002, Respondent was 

stopped by a police officer for driving 
with a defective brake light. GX 2. 
During the stop, the officer determined 

that Respondent’s driver’s license was 
suspended and arrested him. Id. While 
being processed at the jail, Respondent 
was found to have in his possession a 
small quantity of cocaine. GX 3, at 2. 
Respondent also ‘‘admitted to a history 
of recreational cocaine abuse.’’ Id. 

Respondent was subsequently 
indicted for the offense of possession of 
a controlled substance, in the amount of 
less than one gram, a felony under 
Texas law. Id. On November 27, 2002, 
the state court placed Respondent on 
deferred adjudication. Id. 

Thereafter, on August 15, 2003, 
Respondent entered into an Agreed 
Order with the Texas Medical Board. Id. 
at 1. The order noted that on October 8, 
2002, Respondent met with the 
Physician’s Health and Rehabilitation 
Committee of Medical City Hospital, 
Dallas, and entered into a recovery 
contract, the terms of which included 
‘‘an evaluation by an addictionologist 
and treatment, if recommended[;] 
abstention from drugs and alcohol; 
limitation of [his] prescribing authority; 
and random urine testing through the 
Texas Medical Association.’’ Id. at 2. 

The Board imposed various terms and 
conditions for a period of five years. As 
relevant here, the terms included that: 
(1) Respondent abstain from consuming 
‘‘alcohol, dangerous drugs, or controlled 
substances in any form unless 
prescribed by another physician to 
[him] for a legitimate and documented 
therapeutic purpose’’; (2) Respondent 
submit to random testing for alcohol or 
drug use ‘‘either through a urine, blood, 
or hair specimen, at the request of’’ the 
Board, ‘‘without prior notice,’’ and at his 
own expense; (3) either a positive test 
result or his refusal to submit to a test 
would constitute a violation of the order 
and subject his license to an immediate 
suspension without a hearing; (4) 
Respondent submit to a psychiatric 
evaluation, and if recommended, 
undergo psychiatric care and treatment; 
(5) Respondent participate in either a 
program of Narcotics Anonymous or a 
substantially similar program; and (6) 
Respondent ‘‘participate in the activities 
of a county or state medical society 
committee on physician health and 
rehabilitation, including participation in 
weekly meetings, if any’’; and (7) 
Respondent pay an administrative 
penalty of $5,000 within sixty days of 
the order. Id. at 
4–8. 

Pursuant to the Agreed Order, on 
October 14, 2003, Respondent provided 
a specimen, which ‘‘tested positive for 
cocaine.’’ GX 4, at 2. On November 7, 
2003, the Board found that Respondent 
had ‘‘failed to abstain from the 
consumption of dangerous drugs or 
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2 At the instant hearing, Respondent admitted 
repeatedly that he had lied to the Board about this 
incident. Tr. 311–12. Explaining his conduct, 
Respondent testified that he was in denial, and that 
when ‘‘you’re up against a wall * * * you’re going 
to lie. You’re going to try to pull the wool over 
people’s eyes.’’ Id. at 312. He insisted, however, that 
he is not on cocaine. Id. at 315. 

controlled substances’’ and had violated 
the Agreed Order. Id. Moreover, during 
a show cause proceeding before the 
Texas Board, Respondent admitted that 
he had not paid the administrative 
penalty. Id. 

During the state proceeding, 
Respondent asserted that his positive 
test result was caused by his ex- 
girlfriend’s having spiked a soft drink 
without his knowledge. Id. In support of 
his claim, Respondent submitted a 
‘‘hand-written statement,’’ which he 
claimed was from his ex-girlfriend.2 Id. 
The Board apparently did not buy his 
story as it determined that he had 
violated the Agreed Order and 
suspended his state license ‘‘for a 
minimum period of six months’’ while 
continuing in effect the terms of the 
Agreed Order. Id. at 3. The suspension 
remained in effect until October 8, 2004, 
when the Board terminated it upon 
finding that Respondent was in 
compliance with the terms of the 
Agreed Order. GX 5, at 2–3. 

On August 3, 2005, the Board filed a 
Complaint against Respondent based on 
violations of the Texas Medical Practice 
Act. GX 6, at 1. Therein, the Board 
alleged that on February 8, 2005, 
Respondent consumed alcohol and 
thereby violated the Agreed Order, and 
that he also failed to report this incident 
as required by the Agreed Order. Id. at 
2. The Board further alleged that on 
March 2, 2005, Respondent failed to call 
in to determine whether he was 
required to submit a sample for drug 
testing, and that the next day, 
Respondent provided a sample, which 
tested positive for EtG (Ethyl 
Glucoronide), a marker for alcohol use. 
Id. 

On February 3, 2006, the Board and 
Respondent entered into a Mediated 
Agreed Order. GX 7, at 1. Therein, the 
Board found that ‘‘Respondent did 
report an unintentional ingestion of 
alcohol,’’ but that ‘‘the report was late.’’ 
Id. at 2. The Board further found that 
Respondent ‘‘tested negative for 
alcohol.’’ Id. While the Board also found 
that ‘‘Respondent was late for a call-in 
* * * he submitted a sample two days 
later that was negative.’’ Id. Finally, the 
Board found that Respondent’s 
‘‘compliance officer reports he is 
currently in compliance with his 
Order.’’ Id. The Board reprimanded 

Respondent and imposed a $5,000 
administrative penalty on him. Id. at 3. 

On December 13, 2007, Respondent 
was subjected to a random urine drug 
screen. The specimen, which was 
analyzed using an initial test and 
confirmed through the Gas 
Chromatography and Mass 
Spectrometry methods, was positive for 
cocaine metabolites at the level of 627 
ng./ml., an amount more than four times 
the 150 ng./ml. level which confirms a 
positive test result. GX 8, at 2 & 4. The 
result was confirmed by a retest of 
Respondent’s specimen, which was 
conducted by a second laboratory. Id. at 
5. 

On December 19, before the retest of 
his urine sample was completed, 
Respondent submitted a hair specimen, 
which represented three to four months 
of growth, for screening by another 
laboratory. RX 2, at 1. Respondent’s 
specimen tested negative for prohibited 
substances including cocaine and its 
metabolites. Id. On January 10, 2008, 
Respondent submitted an additional 
hair specimen for screening. RX 3, at 1. 
This specimen also tested negative for 
cocaine and its metabolites. Id. 

To address these conflicting test 
results, the Government called Dr. 
Angela Springfield as an expert witness. 
Tr. 22. Dr. Springfield holds a PhD in 
Pharmacology and Toxicology, has 
served as Chief Toxicologist for Tarrant 
County, Texas for more than twenty-five 
years, and was an Assistant Professor at 
the University of North Texas Health 
Science Center. GX 12. Dr. Springfield 
is a member of the Society of Forensic 
Toxicology and of the American 
Academy of Forensic Sciences, and 
holds a diploma from the latter 
organization. Id. at 2; Tr. 22. Dr. 
Springfield was qualified as an expert in 
toxicology. 

Dr. Springfield testified that urine 
drug screening uses an ‘‘enzyme 
mechanism’’ which looks for various 
‘‘classes of drugs’’ such as cocaine by 
causing a ‘‘reaction above a given cut off 
point.’’ Id. at 24. The sample is then 
tested using the gas chromatography- 
mass spectrometry method, ‘‘which 
identifies the component in the urine, 
and then quantitates the * * * amount 
of drug that may be present in the 
sample.’’ Id. Dr. Springfield further 
testified that urine drugs tests are ‘‘very 
reliable’’ and will detect cocaine usage 
within 36 to 48 hours of ingestion. Id. 
at 25. 

Dr. Springfield testified that hair 
testing uses a similar process in which 
the specimen is ground up into a 
powder or other form and subjected to 
a preliminary test and, if a positive 
result is returned, is then tested using 

gas chromatography-mass spectrometry. 
Id. at 27–29. Dr. Springfield stated that 
hair testing is also ‘‘very reliable’’ and 
that the drug binds itself to melanin in 
the hair and will stay there until it has 
been cut. Id. at 28–29. However, because 
the drug enters the hair in the bulb, it 
‘‘takes four or five days before the hair’’ 
containing the drug ‘‘extrude[s] from the 
scalp.’’ Id. at 30. 

With respect to the first urine drug 
screen, Dr. Springfield testified that the 
report indicated that a ‘‘Quantitative 
Result’’ of Cocaine Metabolite in the 
amount of 627 ng./ml. When asked by 
the ALJ if that was the result of the ‘‘GC- 
mass spec test?,’’ Dr. Springfield 
answered: ‘‘I’m assuming that is a mass 
spec test. They have GC here.’’ Tr. 33. 
Apparently, this was a reference to a 
notation on the lab report: ‘‘Test 
confirmed by GC.’’ GX 8, at 4. Dr. 
Springfield then explained: ‘‘A GC and 
a GC-mass spec are two different 
instruments. I would have thought they 
would put GC-mass spec on there.’’ Tr. 
34. Dr. Springfield testified that she 
assumed that the reference to GC on 
page 4 of the lab report was to ‘‘GC-mass 
spec’’ based on the first page of the 
report which indicated Respondent’s 
positive test result for cocaine 
metabolites and that the quantitative 
levels for a positive result under both 
the initial test (300 ng./ml.) and the GC/ 
MS Confirmation (150 ng./ml.). Id. at 35. 
Dr. Springfield testified, however, that 
based on this report, this particular 
[urine] sample contained the presence 
of benzoylecgonine and by inference, 
cocaine. Id. at 38. 

Dr. Springfield further testified that 
the second report confirmed the 
findings of the first test. Id. at 40. While 
there is no indication on the report form 
as to what procedures were followed in 
conducting the test, GX 8, at 5; and no 
evidence was adduced showing what 
procedure the lab follows for a retest, 
Respondent did not challenge the 
adequacy of the procedures used in 
conducting the retest. 

In any event, Dr. Springfield testified 
that there was no way to tell whether 
the cocaine was ingested by snorting it 
or drinking it. Id. at 41. She further 
testified that if a person ‘‘took small 
doses, [he] might not be aware if [he 
was] in a party situation. If [he] were 
having a good time, [he] might not 
notice whether [he is] ingesting that or 
not.’’ Id. at 42. 

Dr. Springfield then testified that the 
negative hair test results could support 
either of two conclusions. Id. First, that 
Respondent did not use drugs. Id. at 44. 
Second, that the drug used was ‘‘outside 
of the limitations of the hair.’’ Id. at 45. 
With respect to the first sample, Dr. 
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Springfield explained that ‘‘there’s a 
possibility that hair had not been 
extruded’’ from Respondent’s scalp 
between the time of ingestion and the 
taking of the sample. Id. at 46. 

As for the second sample, Dr. 
Springfield testified that the other 
possibility is that ‘‘the amount of the 
drug that was used was small enough to 
not be detected’’ by the testing process. 
Id. at 45. Dr. Springfield further testified 
that while the 600 nanograms of 
metabolite which were detected in the 
urine screen were above the cut-off, this 
number does not indicate ‘‘that 
somebody is a binge user.’’ Id. 
Continuing, Dr. Springfield added that 
‘‘it may well be that the dose was not 
high enough to sequester in sufficient 
amount to be detected in this second 
process.’’ Id. 

However, Dr. Springfield 
acknowledged ‘‘that sufficient time had 
elapsed’’ for ingested drug to be present 
in the hair which was tested in the 
second sample and that she ‘‘would 
have expected to have seen 
benzoylecgonine [cocaine metabolite] in 
that sample.’’ Id. at 46. Dr. Springfield 
explained that there might well have 
been drug present but that the drug was 
below the cutoff level and was not 
reported as a positive test. Id. She thus 
concluded that Respondent’s negative 
hair tests neither confirmed nor refuted 
the urine test. Id. at 47. 

On cross-examination, Dr. Springfield 
testified that she could not say whether 
or not 627 nanograms per milliliter is a 
lot of cocaine because it would depend 
on how soon the sample was taken after 
ingestion. Id. at 53. However, she 
reiterated that this level could ‘‘very 
well * * * be under the detection 
limits’’ and that hair testing is not 
‘‘sensitive enough to see low doses of 
cocaine’’ and probably would not pick 
up either ‘‘[a] small one-time use or a 
two-time use of a small amount.’’ Id. at 
61. Dr. Springfield also stated that this 
is widely accepted in the scientific 
community. Id. at 53–54. Respondent 
did not refute this testimony. 

On cross-examination, Respondent 
questioned Dr. Springfield about 
research she had performed which 
involved hair testing on Peruvian 
mummies to determine the presence of 
cocaine. Id. at 72. In her testimony, Dr. 
Springfield explained that the testing 
had found the presence of cocaine 
metabolites in the mummies after many 
years. More specifically, Dr. Springfield 
stated that while the Peruvians ‘‘were 
chronic users [of] cocaine,’’ the ‘‘levels 
were low’’ and were ‘‘not in the 600 
nanogram range.’’ Id. at 72–74. 

In his Exceptions, Respondent 
contends that Dr. Springfield’s 

testimony regarding the level of cocaine 
metabolites found in the mummies 
contradicted her earlier testimony that 
the level of 600 nanograms in urine 
would be under the detection limits of 
the hair test. Exceptions at 2–3. 
Respondent, however, produced no 
evidence that the ingestion of an 
amount of cocaine would result in the 
presence of cocaine metabolites in hair 
at similar levels as would be found in 
urine. Notably, hair testing results are 
typically expressed in picograms per 
milligram, a unit which is one one- 
thousandth of a nanogram. As 
Respondent’s hair test results indicate, a 
positive test for benzoylecgonine would 
be triggered by a level of 300 picograms 
per milligram, a level which is one two- 
thousandth of 600 nanograms. See RX 
2–3. This suggests that the absolute 
amounts of cocaine metabolites that are 
found in hair are three orders of 
magnitude lower than the amounts 
which are found in urine. It thus also 
suggests that there was no inconsistency 
in Dr. Springfield’s testimony. 

I thus conclude that Respondent’s 
hair test results do not refute the results 
of the December 13, 2007 urine sample. 
I therefore find that sometime shortly 
before December 13, Respondent 
ingested cocaine. 

Following his positive test for 
cocaine, Respondent, who had 
apparently been summoned to appear 
before the Texas Medical Board, 
obtained three letters to support his 
continued licensure. The first of these 
(dated February 1, 2008) was from J. 
Douglas Crowder, M.D., a general and 
forensic psychiatrist who has treated 
him since July 22, 2005. RX 9. Therein, 
Dr. Crowder stated that he has treated 
Respondent eleven times and had 
‘‘never noted any evidence of substances 
abuse, intoxication or withdrawal on 
mental status examination.’’ Id. Dr. 
Crowder further noted that Respondent 
‘‘has always seem dedicated to his 
recovery program and quite focused on 
setting his life aright again after having 
used cocaine in the past.’’ Id. While 
acknowledging that he could not ‘‘know 
whether [Respondent] has been honest 
with me or returned to cocaine use,’’ Dr. 
Crowder wrote that ‘‘my clinical 
impression is that he has been honest 
and straightforward with me, having 
freely admitted his past problems.’’ Id. 
Dr. Crowder admitted that he was 
speaking from a ‘‘limited perspective’’ 
but then claimed that ‘‘all the data 
available to me indicate that [his] trace 
positive result in December was a false 
positive result rather than due to 
renewed cocaine use.’’ Id. Dr. Crowder 
further stated that ‘‘I would consider 
him fully rehabilitated.’’ Id. Of note, 

however, nowhere in his letter did Dr. 
Crowder indicate that he had examined 
Respondent following his positive test. 

The second letter (dated February 11, 
2008) which Respondent produced was 
from Rahn K. Bailey, M.D., a board 
certified psychiatrist, and was 
addressed to the Texas Board of Medical 
Examiners. RX 10. Therein, Dr. Bailey 
stated that he had been seeing 
Respondent since February 7, 2007, and 
had done a psychiatric evaluation of 
him on February 11, 2008. Id. According 
to Dr. Bailey, Respondent’s ‘‘mental 
status is within normal limits,’’ ‘‘there is 
no current impairment,’’ and his 
‘‘[c]ocaine dependence [is] in 
remission.’’ Id. Dr. Bailey further stated 
that he planned to release Respondent 
from his care. Id. However, Dr. Bailey’s 
letter contains no indication that he was 
aware that Respondent had failed a drug 
test just two months earlier. See id. 

Finally, Respondent produced a letter 
from Vella V. Chancellor, M.D., the 
Chair of the Physician’s Recovery 
Committee of the Dallas County Medical 
Society. RX 11. Dr. Chancellor wrote 
that Respondent ‘‘has been actively 
seeing our committee since April 2005’’ 
and that ‘‘[s]ince that time he has 
complied with every aspect of our 
committee’s goals.’’ Id. Dr. Chancellor 
also stated that in the committee’s 
opinion, Respondent ‘‘takes his recovery 
very seriously and he remains 
committed to maintaining both his 
recovery and a healthy medical practice 
for his patients.’’ Id. 

On August 15, 2008, the conditions 
imposed by the August 15, 2003 Agreed 
Order expired. RX 4. By letter dated 
August 18, 2008, the Texas Medical 
Board notified Respondent that ‘‘all 
restrictions and conditions imposed by 
the Agreed Orders are removed by the 
expiration of the terms of the Order’’ and 
that Respondent’s license status was 
changed to ‘‘CL—Board Order Cleared.’’ 
Id. 

In his testimony, Respondent testified 
that when he was notified by the Board 
of his positive test result, his ‘‘jaw 
dropped to the floor.’’ Tr. 282. 
Recognizing that the test result ‘‘was a 
death sentence’’ professionally, 
Respondent underwent both the hair 
tests and a polygraph (the latter is not, 
however, in evidence). Id. at 282–83, 
313. He further testified that he had 
‘‘taken almost 400 urine tests’’ during the 
period in which he was subject to the 
Agreed Order and had gone to hundreds 
of meetings and the Twelve Step 
Program. Id. at 281. He also testified that 
at the time of the positive test, he was 
‘‘only eight months away’’ from 
completing the Agreed Order, and it 
would not ‘‘make sense for somebody to 
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3 The parties stipulated that Jintropin is a form of 
HGH, which has not been approved by the FDA for 
use in the United States. ALJ Ex. 8, at 2. According 
to an FDA Special Agent, Jintropin is manufactured 
in China. Tr. 90. According to the DI, during an 
interview Respondent stated that he had prescribed 
Jintropin because ‘‘it was cheaper.’’ Id. at 153. The 
DI further testified that Respondent ‘‘was unaware’’ 
that Jintropin ‘‘was not DEA approved.’’ Id. DEA 
does not, however, approve drug products. The DI 
also testified that she did not know whether 
Respondent knew that Jintropin was made in China. 
Id. 

In his testimony, Respondent stated that he did 
not know that Jintropin was not FDA approved and 
‘‘apologized for that.’’ Id. at 316. Respondent 
explained that it was his understanding that 
‘‘Jintropin was a generic type of HGH.’’ Id. 
Respondent then testified: ‘‘I understand ignorance 
is not an excuse, but that’s the truth.’’ Id. He 
maintained, however, that ‘‘[t]he only reason I 
prescribed the Jintropin in a few circumstances 
* * * was because it was less expensive.’’ Id. at 
317. Respondent then stated that he was no longer 
practicing anti-aging medicine, and had stopped 
doing so in ‘‘early 2007.’’ Id. at 319 & 326–27. 

relapse’’ at that point. Id. at 283. He then 
maintained that just as there is ‘‘no such 
thing as one potato chip * * * [t]here’s 
no such thing as one beer, one line,’’ the 
latter presumably being a reference to 
cocaine. Id. 

Later, in response to the ALJ’s 
question as to why his testimony should 
be believed when he had previously lied 
to the State Board and submitted a false 
letter, Respondent acknowledged that 
he had lied to the Board. Id. at 314. 
Continuing his testimony, he stated: 

Today, I mean, we’re talking about not a 
letter from my ex-girlfriend. We’re talking 
about a letter from specialists that work with 
the Medical Board, two of them, and a whole 
panel of physicians. 

Are you telling me that I pulled the wool 
over their eyes and faked them out? Are you 
telling me that I somehow faked out two hair 
tests and passed a polygraph test? I must be 
damned good. I’m that good? And, no. I’m 
not that good. I’m just being honest. * * * 
I know what I did, and I’ll admit to it. I know 
what I didn’t do, and I’m going to fight for 
my right. 

Id. at 314–15. 

The Federal Investigation 

Allegations Pertaining to HGH 
In June 2006, a U.S. Postal Inspector 

intercepted a package containing human 
growth hormone (HGH) which was 
addressed to R.G., a resident of Fort 
Worth, Texas, and which had been 
mailed from an address in Vancouver, 
Canada. GX 10; Tr. 137. The Postal 
Inspector contacted R.G., who stated 
that Respondent was his doctor and that 
he had obtained a prescription for HGH 
from him. Id. at 137–38. 

At the hearing, R.G. testified that 
sometime in either later 2003 or early 
2004, he had heard Respondent discuss 
testosterone treatment on a radio 
program. Id. at 103–04. Because of his 
age (45) and the fact that his workouts 
were not ‘‘going well,’’ R.G. thought that 
he possibly had a low testosterone count 
and went to see Respondent. Id. at 104– 
05. At R.G.’s first visit, he completed a 
questionnaire and Respondent 
performed a physical exam on him and 
ordered a blood test. Id. at 105–06; 125. 
According to R.G., the blood test 
showed that he ‘‘did have low 
testosterone.’’ Id. at 106. Respondent 
reviewed the physical exam findings 
and various treatment options with R.G. 
Id. 

After obtaining the blood test results, 
Respondent put R.G. on testosterone 
and HGH. Id. at 107–08. According to 
R.G.’s memory, Respondent 
recommended HGH basically as an 
‘‘anti-aging’’ treatment. Id. at 108. The 
record established that Respondent 
issued R.G. three prescriptions for HGH 

(on April 23, August 30 and October 7, 
2005), the latter one being for Jintropin,3 
and one prescription for testosterone 
cypionate (on May 10, 2005). See GX 9. 
R.G. also testified as to obtaining 
additional prescriptions. Tr. 127. 
However, R.G. testified that Respondent 
performed blood tests ‘‘every six 
months,’’ and that each time the tests 
were done, he had a testosterone 
deficiency. Id. 

On some date which is not clearly 
established in the record, R.G. expressed 
his concern about the cost of the HGH 
and Respondent provided him with the 
name of a Web site which could fill his 
prescriptions and which was located in 
Vancouver, Canada. GX 9, at 5; Tr. 116– 
17. R.G. acknowledged that he had 
ordered HGH from the Web site 
including the package which was 
intercepted by the Postal Inspector. Id. 
at 119, 121. R.G. also testified that he 
had to take the testosterone to 
Respondent, who was then practicing at 
the Spa 02, to have it administered. Id. 
at 114. This happened either once a 
month or every two weeks at most. Id. 
However, as noted above, the record 
contains but a single testosterone 
prescription. Nor did the Government 
introduce R.G.’s patient file to show the 
duration of Respondent’s administration 
of testosterone to him. 

According to an FDA Special Agent, 
human growth hormone is approved for 
‘‘short stature for children, AIDS- 
wasting patients, short bowel syndrome 
in adults, and there’s several other that 
are pertaining to children’s growth.’’ Id. 
at 89–90. More precisely, Genotropin 
has been approved for: (1) ‘‘[l]ong-term 
treatment of pediatric patients who have 
growth failure due to an inadequate 
secretion of endogenous growth 
hormone’’; (2) ‘‘[l]ong-term treatment of 
pediatric patients who have growth 

failure due to Prader-Willi syndrome’’; 
(3) ‘‘[l]ong-term treatment of growth 
failure in children born small for 
gestational age * * * who fail to 
manifest catch-up growth by age 2’’; and 
(4) ‘‘[l]ong-term replacement therapy in 
adults with growth hormone deficiency 
* * * of either childhood—or adult 
onset etiology.’’ Physicians’ Desk 
Reference 2738–39 (59th ed. 2005). See 
also United States ex rel. Rost v. Pfizer, 
Inc., 507 F.3d 720, 723 (1st Cir. 2007). 

As noted above, the Government did 
not introduce into evidence R.G.’s 
patient file. Nor did it call any expert 
witness to testify as to whether 
Respondent had a legitimate medical 
purpose and acted within the usual 
course of professional practice in 
prescribing testosterone to R.G. 

As for his prescribing of human 
growth hormone, Respondent 
maintained that, while the drug is not 
approved for anti-aging, it ‘‘is approved 
for adult growth hormone deficiency 
syndrome,’’ and that his diagnoses of 
this condition in his patients were 
‘‘based on a combination of factors’’ 
including ‘‘clinical symptoms and 
examination and blood work.’’ Tr. 332. 
He also testified that R.G.’s blood work 
and clinical manifestations supported a 
diagnosis of ‘‘somatopause, which is 
adult growth hormone deficiency 
syndrome.’’ Id. at 337. Here again, to the 
extent Respondent’s prescribing of 
human growth hormone is even within 
the authority of this Agency to 
adjudicate, the Government did not call 
a medical expert to refute his testimony. 

The Government also introduced a 
document showing additional 
prescriptions written by Respondent for 
Genotropin and testosterone cypionate 
for several other patients and which 
were dispensed by a Las Vegas, Nevada 
pharmacy. See GX 16. According to a 
Diversion Investigator, she contacted the 
five patients whose names were not 
redacted in the exhibit and ‘‘some of 
them’’ said that they had received HGH 
for anti-aging purposes, but she could 
not recall which ones. Tr. 201–02. 
Moreover, the Government did not 
produce any evidence that the 
prescriptions for testosterone were 
unlawful. Finally, when asked with 
respect to these five patients, whether 
there is anything ‘‘illegal * * * about 
these drugs,’’ the DI testified that ‘‘there 
[was] nothing illegal about’’ 
Respondent’s prescribing them ‘‘[i]f he 
has a doctor-patient relationship with 
these patients’’ and that she had verified 
that he did. Id. at 245. See also id. at 164 
(testimony of another DI that she could 
not testify as to the legality of 
Respondent’s prescribing of 
Somatropin, another HGH product). 
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4 D.M. worked at a halfway house for probationers 
where Respondent had performed community 
service and then volunteered. 

5 Respondent had earlier testified that he had 
prescribed fifteen tablets of hydrocodone to D.C. for 
acute back pain caused by a disk problem, which 
was kept in a lock box at Seidler House. Tr. 347. 
Respondent’s testimony regarding the size of the 
prescription is corroborated by the actual 
prescription. GX 18. Respondent also stated that he 
had prescribed antibiotics to D.C. Tr. 347. He also 
testified that he discussed any controlled substance 
prescriptions with the owner of Seidler House. Id. 
at 348. 

On some date not established by the 
record, the Texas Medical Board 
(‘‘Board’’) also commenced an 
investigation into Respondent’s 
prescribing of Jintropin. See RX 7. On 
February 9, 2009, Respondent entered 
into an Agreed Order with the Board. 
See RX 12, at 9. Therein, the Board 
found that ‘‘respondent prescribed 
Jinotropin, a non-FDA-approved human 
growth hormone * * * to a single 
patient without verifying the substance 
was FDA approved.’’ Id. at 2. The Board 
did not, however, find that 
Respondent’s prescribing of HGH for 
anti-aging purposes was a violation of 
the Texas Medical Practice Act and the 
Board’s rules. See id. at 1–3. 

The Board ordered that Respondent 
‘‘take and pass’’ the ‘‘Medical 
Jurisprudence Examination’’ which is 
administered by the Board, and that his 
failure to do so within one year of the 
order would subject his state license to 
an immediate suspension without a 
hearing. Id. at 3. The Board also ordered 
that Respondent ‘‘successfully complete 
10 hours of Continuing Medical 
Education * * * in the area of ethics,’’ 
and that his practice be monitored by a 
physician approved by the Board’s 
Compliance Division, who is to review 
selected medical and billing records. Id. 
at 4. The Board further ordered that 
Respondent ‘‘pay an administrative 
penalty in the amount of $4000.’’ Id. at 
5. 

Allegations Pertaining to Respondent’s 
Controlled Substance Prescribing and 
Failure To Update His Registered 
Location 

The Government also alleged that 
Respondent dispensed narcotics for 
narcotic treatment purposes without 
holding the authorization required by 21 
U.S.C. 823(g) and 21 CFR 1301.13. In 
support of the allegation, the 
Government introduced into evidence 
several prescriptions which Respondent 
issued to D.M. for methadone (10 mg.), 
a schedule II control substance. See GX 
11, at Tab E; see also 21 CFR 1308.12(c). 
According to a DEA Diversion 
Investigator, D.M. told her that before 
Respondent agreed to treat him, he had 
gone to several other doctors who wrote 
him prescriptions for OxyContin in 
‘‘enormous amounts,’’ and that 
Respondent agreed to prescribe 
methadone and ‘‘told him that 
eventually he would be able to lower his 
doses, because he was so addicted to the 
OxyContin.’’ Tr. 188–89. However, D.M. 
told the DI that he had previously 
injured his back and suffered back pain. 
Id. at 188 & 232. 

According to the DI, upon being 
questioned about his treatment of D.M., 

Respondent ‘‘told us that he weaned 
patients’’ off of narcotics. Id. at 251. She 
further testified that she understood this 
statement to mean that Respondent was 
treating drug addicts. Id. at 252. 
Respondent does not hold a registration 
to conduct a narcotic treatment 
program, and is not authorized to treat 
and detoxify patients with Suboxone. 
Id. at 190–91. 

On cross-examination, the DI testified 
that when she interviewed D.M., she 
could not determine that he was 
addicted and that he had told her that 
Respondent was prescribing methadone 
to him for pain and that D.M. ‘‘felt like 
he was functioning.’’ Id. at 232–33. The 
DI also testified that she subpoenaed 
D.M.’s records, and that she believed 
D.M.’s statement that the methadone 
was being prescribed for legitimate pain 
management. Id. at 233. The DI then 
admitted that she does not ‘‘have the 
expertise to determine’’ whether D.M. 
was a legitimate chronic pain patient. 
Id. at 254–55. 

D.M. testified as a witness for 
Respondent. D.M. stated that he had 
undergone three back surgeries and that 
another physician had been prescribing 
methadone to him for pain management 
for several years when he met 
Respondent.4 Id. at 490–91. While D.M. 
testified that Respondent did not ask 
him to provide his medical records, he 
further stated that Respondent 
performed a physical examination on 
him which included checking his blood 
pressure and lungs, having him touch 
his toes, and feeling the area where 
either a TENS unit or a stimulator had 
been placed in his back. Id. at 504, 506, 
508. D.M. also stated that Respondent 
had successfully tapered his methadone 
dosage from 160 mg. to 60 mg. and that 
he was now ‘‘able to do a lot of things’’ 
that he could not do previously. Id. at 
492–93. 

Respondent likewise testified that 
D.M. was being treated with methadone 
‘‘for chronic pain’’ and ‘‘not for heroin 
addiction.’’ Id. at 343. While he 
acknowledged having used ‘‘the word 
‘wean’ ’’ in discussing his treatment of 
D.M., he maintained that he was not 
‘‘running a methadone clinic,’’ id., that 
D.M. was already on methadone (160 
mg.) when he first saw him, and that he 
had tried to find the right balance 
between controlling D.M.’s pain and 
maximizing his ability to function. Id. at 
341. 

The Government did not introduce 
into evidence D.M.’s medical records. 
Nor did it elicit any expert testimony 

probative of whether Respondent’s 
prescribing to D.M. was lawful under 
Federal law. Based on the record as a 
whole, I find that Respondent issued the 
methadone prescriptions to treat D.M.’s 
chronic pain and not to provide either 
maintenance or detoxification treatment 
for him. 

The Government also elicited 
testimony regarding Respondent’s 
prescribing of hydrocodone, a schedule 
III controlled substance, to D.C., and 
clonazepam, a schedule IV controlled 
substance, to R.S. Id. at 194–96; see also 
GX 18. A DI asserted that both of these 
individuals were residents of Seidler 
House, a halfway house which forbids 
its residents from being prescribed 
controlled substances. Tr. 196. 

While J.S., the assistant director of 
Seidler House, testified that it does not 
accept persons who are ‘‘not clean and 
sober,’’ id. at 516, he further stated that 
Respondent had ‘‘never’’ prescribed a 
controlled substance to a resident. Id. at 
524–25. J.S. also testified that D.C., who 
had received a single hydrocodone 
prescription from Respondent, ‘‘was a 
full-time staff member,’’ and that he 
believed that the script was to treat pain 
caused by a staph infection which D.C. 
developed and for which he was 
hospitalized for thirty days.5 Id. at 525. 
J.S. testified that R.S. had become an 
employee a month or so before he saw 
Respondent, and that in any event, it 
was standard procedure that ‘‘a staff 
member could not get anything from 
[Respondent] without the director 
knowing and having it locked’’ up and 
monitored to ‘‘make sure it was 
dispensed according to the 
prescription.’’ Id. at 530. J.S. reiterated 
that to his knowledge, Respondent 
never violated the halfway house’s 
policy by prescribing controlled 
substance to a resident. Id. at 530–31. 
According to Respondent, he prescribed 
the clonazepam to R.S. for anxiety, the 
prescription was documented in a 
medical record, and the drug was ‘‘put 
in a lock box’’ at Seidler House. Id. at 
349. 

Here again, there is no evidence that 
Respondent’s controlled substance 
prescriptions to either D.C. or R.S. were 
unlawful. Finally, J.S. testified that 
Respondent was awarded several 
plaques for his service to Seidler House. 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00100 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49986 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

6 This was the address of the Spa O2 clinic. Tr. 
145. 

7 In his Exceptions, Respondent argues that the 
ALJ erred in finding that an Agency DI was not 
biased against him. Exceptions at 3. He also 
maintains that the DI violated his rights to 
procedural due process because she told his 

counsel that he ‘‘could not prescribe controlled 
substances until further notice from the’’ Agency. 
Id. 

In light of my rejection of all the allegations with 
the exception of those pertaining to Respondent’s 
failed drug test, there is no need to address the 
contention that the DI was biased against him. As 
for the second contention, the DI’s advice was not 
a formal order of the Agency and does not rise to 
the level of a constitutionally significant 
deprivation of a property interest. 

8 Texas requires that a practitioner obtain a state- 
issued controlled substances registration. There is 
no evidence in the record as to the status of 
Respondent’s registration. 

The Government also alleged that 
Respondent failed to keep his registered 
address current. ALJ Ex. 1, at 1. As 
found above, Respondent was registered 
at 4300 MacArthur Ave, Suite 265, 
Dallas, Texas from October 28, 2004, 
through July 24, 2007, when his 
registered location was changed to 1901 
Central Drive, Suite 805, Bedford, 
Texas. GX 11, at 5. There is evidence 
that Respondent wrote controlled 
substance prescriptions while he was 
practicing at other addresses. See id. at 
Tab B (prescriptions using address of 
1032 West Pioneer Parkway, Arlington, 
Texas); id. at Tab D (prescriptions using 
address 1701 Legacy Drive, Suite 100, 
Frisco, Texas)6; id. at Tab E 
(prescriptions using address of 2735 
Villa Creek, Suite 110 C, Dallas, Texas). 
There was also testimony that 
Respondent administered testosterone 
to R.G. at the Spa O2 clinic because R.G. 
had difficulty injecting himself. Tr. 114. 
However, the evidence shows that R.G. 
obtained the testosterone through a 
prescription, which suggests that he 
brought it with him to the clinic, and in 
any event, there is no evidence that 
Respondent ordered controlled 
substances which were delivered to, and 
stored at, the clinic. 

The evidence also established that 
Respondent did not own the Spa O2 
clinic, but was merely associated with 
it. Id. at 94. There is, however, no 
evidence establishing who owned this 
clinic and whether the clinic was 
owned by a registered practitioner. 

During an interview with a DI, 
Respondent admitted to practicing at 
these locations. Id. at 153–55. While he 
had no explanation for why he had not 
kept his practice locations current, he 
‘‘apologized for not having done so.’’ Id. 
at 155. Moreover, at the hearing, 
Respondent testified that while he 
mainly practiced at the MacArthur 
address, having previously lost his 
medical license, he was ‘‘in the process 
of rebuilding’’ his practice and 
‘‘moonlighted’’ at ‘‘multiple places.’’ Id. 
at 270. He further testified that he had 
notified the Texas authorities whenever 
he changed his practice location, and 
had ‘‘simply overlooked’’ the DEA 
registration. Id. at 271. Respondent then 
testified: ‘‘I apologize for it, and it will 
never happen again.’’ Id. 

Discussion 
Section 304(a) of the Controlled 

Substances Act (CSA) provides that a 
registration to ‘‘dispense a controlled 
substance * * * may be suspended or 
revoked by the Attorney General upon 

a finding that the registrant * * * has 
committed such acts as would render 
his registration under section 823 of this 
title inconsistent with the public 
interest as determined under such 
section.’’ 21 U.S.C. 824(a)(4). Moreover, 
‘‘the Attorney General may deny an 
application for [a practitioner’s] 
registration if he determines that the 
issuance of such registration would be 
inconsistent with the public interest.’’ 
Id. § 823(f). With respect to a 
practitioner, the Act requires the 
consideration of the following factors in 
making the public interest 
determination: 

(1) The recommendation of the appropriate 
State licensing board or professional 
disciplinary authority. 

(2) The applicant’s experience in 
dispensing * * * controlled substances. 

(3) The applicant’s conviction record under 
Federal or State laws relating to the 
manufacture, distribution, or dispensing of 
controlled substances. 

(4) Compliance with applicable State, 
Federal, or local laws relating to controlled 
substances. 

(5) Such other conduct which may threaten 
the public health and safety. 

Id. § 823(f). 
‘‘These factors are considered in the 

disjunctive.’’ Robert A. Leslie, M.D., 68 
FR 15227, 15230 (2003). I ‘‘may rely on 
any one or a combination of factors, and 
may give each factor the weight [I] deem 
[ ] appropriate in determining whether 
a registration should be revoked.’’ Id. 
Moreover, I am ‘‘not required to make 
findings as to all of the factors.’’ Hoxie 
v. DEA, 419 F.3d 477, 482 (6th Cir. 
2005); see also Morall v. DEA, 412 F.3d 
165, 173–74 (DC Cir. 2005). 

As explained below, having 
considered all of the factors, I adopt the 
ALJ’s ultimate conclusion that 
Respondent’s continued registration is 
inconsistent with the public interest and 
that his registration should be revoked. 
However, the only misconduct proved 
on this record involves Respondent’s 
self-abuse of a controlled substance. 
Accordingly, while I conclude that the 
revocation of Respondent’s registration 
is necessary to protect the public 
interest, I further order that in the event 
Respondent undergoes and successfully 
completes in-patient treatment as well 
as additional random drug testing, 
which shall be at his own expense, the 
Agency shall give favorable 
consideration to a new application after 
a period of one year from the effective 
date of this Order.7 

Factor One—The Recommendation of 
the State Licensing Board 

At the outset, it should be noted that 
the Texas Medical Board has not made 
a formal recommendation as to what 
action this Agency should take in this 
matter. However, DEA precedents have 
typically taken a broader view as to the 
scope of this factor. See Edmund Chein, 
72 FR 6580, 6590 (2007). 

As the record demonstrates, 
Respondent is no stranger to the 
disciplinary proceedings conducted by 
the Texas Medical Board. As found 
above, Respondent and the Board have 
entered into several agreed orders which 
have imposed extensive conditions on 
him. The Board, however, has allowed 
the 2003 Agreed Order to expire 
notwithstanding Respondent’s failed 
drug test and Respondent is currently 
authorized to practice medicine in 
Texas and presumably is authorized to 
handle controlled substances.8 

Although Respondent’s licensure 
status satisfies an essential requirement 
for holding a registration under CSA, 
this Agency has repeatedly held that 
possessing a valid state license is not 
dispositive of the public interest 
inquiry. See Patrick W. Stodola, 74 FR 
20727, 20730 (2009); Robert A. Leslie, 
68 FR 15227, 15230 (2003). While the 
Board has allowed the 2003 Agreed 
Order to expire, as explained more fully 
below, the evidence presented in this 
case shows that Respondent still has a 
cocaine problem. Accordingly, I decline 
to treat the Board’s action as a 
recommendation to continue 
Respondent’s registration. I therefore 
adopt the ALJ’s conclusion that this 
factor neither ‘‘weigh[s] for or against 
[the] determination’’ that Respondent’s 
continued registration is consistent with 
the public interest. ALJ at 24. 
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9 It is noted that this conduct was not alleged in 
the Show Cause Order and that the Government did 
not disclose that it intended to pursue these 
allegations in either of its pre-hearing statements. 
See CBS Wholesale Distributors, 74 FR 36746, 
36750 (2009). Respondent did not, however, object 
to this line of inquiry. 

10 To obtain this registration, a practitioner must 
meet three main requirements. First, the Secretary 
of the Department of Health and Human Services 
must determine that he is ‘‘qualified (under 
standards established by the Secretary) to engage 
in’’ either maintenance or detoxification treatment. 
21 U.S.C. 823(g)(1)(A). Second, the Attorney 
General must determine that he ‘‘will comply with 
standards established by the Attorney General 
respecting (i) security of stocks of narcotic drugs for 
such treatment, and (ii) the maintenance of records 
(in accordance with [21 U.S.C. 827]) on such drugs.’’ 
Id. § 823(g)(1)(B). Third, the Secretary must 
‘‘determine[] that the applicant will comply with 
standards * * * respecting the quantities of 
narcotic drugs which may be provided for 
unsupervised use by individuals in such treatment.’’ 
Id. § 823(g)(1)(C). 

Factors Two, Four, and Five— 
Respondent’s Experience in Dispensing 
Controlled Substances, Record of 
Compliance With Laws Relating to 
Controlled Substances and Such Other 
Conduct Which May Threaten Public 
Health and Safety 

Reasoning that ‘‘[m]any of the 
Respondent’s controlled substance 
prescribing practices impact not only 
Factor 2 * * *, but also Factors 4 * * * 
and 5[,] ’’ the ALJ combined these three 
factors in his analysis of the 
Government’s case. ALJ at 28. While the 
ALJ correctly rejected the Government’s 
allegation pertaining to Respondent’s 
prescribing of methadone, he 
erroneously concluded that 
Respondent’s prescribing of human 
growth hormone violated the CSA’s 
prescription requirement. See ALJ at 30. 
His further conclusion that 
Respondent’s prescribing of human 
growth hormone could be considered 
under factor five is not supported by 
Agency precedent, has been previously 
rejected—at least implicitly—by the 
Agency, and would require this Agency 
to exercise authority which the Supreme 
Court has made clear it does not 
possess. 

The ALJ did, however, correctly 
conclude that Respondent’s history of 
cocaine abuse should be considered 
under factor five. Moreover, I also 
concur with the ALJ’s conclusion that 
Respondent still does not accept 
responsibility for his cocaine addiction. 

Respondent’s Prescribing Practices 

As noted above, at the hearing, the 
Government put on evidence regarding 
three different aspects of Respondent’s 
prescribing practices: (1) His prescribing 
of controlled substances to two persons 
who allegedly were residents of Seidler 
house; (2) his prescribing of methadone 
to D.M., which it alleges constituted 
‘‘dispensing narcotic drugs for narcotic 
treatment without the’’ authorization 
required by 21 U.S.C. 823(g) and 21 CFR 
1301.13; and (3) his prescribing of 
human growth hormone for anti-aging 
purposes. 

Under a longstanding DEA regulation, 
a prescription for a controlled substance 
is not ‘‘effective’’ unless it is ‘‘issued for 
a legitimate medical purpose by an 
individual practitioner acting in the 
usual course of his professional 
practice.’’ 21 CFR 1306.04(a). This 
regulation further provides that ‘‘an 
order purporting to be a prescription 
issued not in the usual course of 
professional treatment * * * is not a 
prescription within the meaning and 
intent of [21 U.S.C. 829] and * * * the 
person issuing it, shall be subject to the 

penalties provided for violations of the 
provisions of law related to controlled 
substances.’’ Id. See also 21 U.S.C. 
802(10) (defining the term ‘‘dispense’’ as 
meaning ‘‘to deliver a controlled 
substance to an ultimate user by, or 
pursuant to the lawful order of, a 
practitioner, including the prescribing 
and administering of a controlled 
substance’’) (emphasis added). 

As the Supreme Court recently 
explained, ‘‘the prescription 
requirement * * * ensures patients use 
controlled substances under the 
supervision of a doctor so as to prevent 
addiction and recreational abuse. As a 
corollary, [it] also bars doctors from 
peddling to patients who crave the 
drugs for those prohibited uses.’’ 
Gonzales v. Oregon, 546 U.S. 243, 274 
(2006) (citing United States v. Moore, 
423 U.S. 122, 135, 143 (1975)). Under 
the CSA, it is fundamental that a 
practitioner must establish and maintain 
a bonafide doctor-patient relationship in 
order to act ‘‘in the usual course of 
* * * professional practice’’ and to 
issue a prescription for a ‘‘legitimate 
medical purpose.’’ Laurence T. 
McKinney, 73 FR 43260, 43265 n.22 
(2008); see also Moore, 423 U.S. at 142– 
43 (noting that evidence established that 
physician ‘‘exceeded the bounds of 
‘professional practice,’’’ when ‘‘he gave 
inadequate physical examinations or 
none at all,’’ ‘‘ignored the results of the 
tests he did make,’’ and ‘‘took no 
precautions against * * * misuse and 
diversion’’). The CSA, however, 
generally looks to state law to determine 
whether a doctor and patient have 
established a bonafide doctor-patient 
relationship. See Kamir Garces-Mejias, 
72 FR 54931, 54935 (2007); United 
Prescription Services, Inc., 72 FR 50397, 
50407 (2007). 

The Government put on evidence 
(which included both testimony and 
documentary evidence) establishing that 
Respondent prescribed hydrocodone 
(totaling 15 tablets) to D.C., and 
clonazepam to R.S., both of whom it 
alleged were residents of Seidler House. 
Apparently, the Government found this 
inappropriate because Seidler House 
has a policy which forbids its residents 
from being prescribed controlled 
substances. Yet the Government 
produced no evidence that either 
prescription lacked a legitimate medical 
purpose or that Respondent acted 
outside of the usual course of 
professional practice in prescribing to 
these individuals. 21 CFR 1306.04(a). 
Thus, the Government has failed to 

show that Respondent violated Federal 
law in issuing the prescriptions.9 

Having failed to put on any evidence 
relevant to whether these prescriptions 
violated Federal law, perhaps the 
Government’s theory was (as 
notwithstanding the evidence it 
introduced on the issue, its brief sets 
forth no legal theory) that Respondent’s 
prescribing to these persons is 
actionable as ‘‘other conduct which may 
threaten public health and safety’’ 
because Seidler House’s policy forbade 
its residents from being prescribed 
controlled substances. 21 U.S.C. 
823(f)(5). However, even assuming that 
this conduct is properly considered 
under this factor, I would still reject the 
contention because the Government 
failed to show that either person was a 
resident of Seidler House at the time 
Respondent prescribed to them. 

The Government also put on evidence 
regarding Respondent’s methadone 
prescriptions to D.M. Apparently, this 
evidence was the basis of the Show 
Cause Order’s allegation that 
Respondent was engaging in narcotic 
treatment without the authorization 
required under 21 U.S.C. 823(g) and 21 
CFR 1301.13. ALJ Ex. 1, at 2. As noted 
above, the ALJ properly rejected this 
allegation as unsupported by substantial 
evidence. 

Under Federal law, ‘‘practitioners who 
dispense narcotic drugs [in schedule II] 
to individuals for maintenance 
treatment or detoxification treatment 
shall obtain annually a separate 
registration for that purpose.’’ 21 U.S.C. 
823(g)(1)(A) (emphasis added).10 While 
this provision requires a separate 
registration when a practitioner seeks to 
dispense methadone for the purpose of 
providing maintenance or detoxification 
treatment for a patient, a practitioner 
may nonetheless lawfully prescribe 
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11 The ALJ did not clarify whether ‘‘the criminal 
statute’’ he was referring to was the CSA or 21 
U.S.C. 333(e), the provision of the Food, Drug and 
Cosmetic Act, which criminalizes the ‘‘knowing[] 
distribut[ion] * * * [of] human growth hormone for 
any use in humans other the treatment of a disease 
or other recognized medical condition, where such 
used has been authorized by the Secretary of Health 
and Human Service under [21 U.S.C. 355] and 
pursuant to the order of a physician.’’ 

12 In his decision, the ALJ stated that ‘‘an adverse 
finding under this factor requires some showing 
that the relevant conduct actually constituted a 
threat to public safety.’’ ALJ at 31 (citing Holloway 
Distributing, 72 FR 42118, 42126 (2007)). Holloway 
involved a list I chemical distributor, and as such, 
a different standard applied. See 21 U.S.C. 823(h)(5) 
(directing the consideration of ‘‘such other factors 
as are relevant to and consistent with public health 
and safety’’). Moreover, no case of the Agency holds 
that the conduct must constitute an ‘‘actual threat,’’ 
a reading which is at odds with Congress’ inclusion 
of the word ‘‘may’’ in the text of factor five. See 
Merriam-Webster’s Collegiate Dictionary at 719 
(defining ‘‘may’’ to mean in part: ‘‘used to indicate 
possibility or probability’’). 

methadone to a patient for pain 
management purposes under his 
practitioner’s registration. Id. § 823(f). 

Notwithstanding the DI’s testimony 
that D.M. had told her that he was 
addicted to OxyContin, there is no 
expert evidence establishing that D.M. 
was a drug addict (as opposed to a 
patient who, over time, developed 
opioid tolerance and required greater 
doses). Moreover, notwithstanding that 
Respondent used the word ‘‘wean’’ to 
describe his treatment of D.M., even the 
DI testified that she believed that D.M., 
who had undergone three back 
surgeries, was a legitimate chronic pain 
patient. 

While methadone is approved by the 
FDA, and has long been used, for the 
treatment of opioid addiction, see 42 
CFR 8.12(h)(2), the drug is also 
approved for the treatment of pain. See 
FDA, Information for Healthcare 
Professionals Methadone Hydrochloride 
(FDA Alert Nov. 2006). Moreover, the 
record contains no expert evidence 
showing that Respondent’s prescribing 
of methadone was inconsistent with 
accepted medical practice for 
prescribing the drug for pain 
management. Indeed, it would seem that 
reducing the daily total dosage of a 
narcotic which a patient needs to take 
to achieve adequate pain control while 
allowing him to function is fully 
consistent with accepted medical 
practice. The allegation is therefore not 
proved. 

Finally, the Government put on 
extensive evidence regarding 
Respondent’s prescribing of human 
growth hormone. Moreover, in its 
closing argument, the Government 
argued that the evidence showed that 
Respondent had prescribed to five 
patients ‘‘human growth hormone for its 
anti-aging effects, and of course, that is 
an illegal, nonapproved use.’’ Tr. 576. 

In his decision, the ALJ explained that 
‘‘human growth hormone is not a 
controlled substance within the 
meaning of the CSA and is controlled by 
the’’ Anabolic Steroids Control Act. ALJ 
at 30. He further observed that 
‘‘Respondent’s issuance of a prescription 
for the substance for purposes other 
than FDA-approved uses does not fall 
squarely within the purview of the 
criminal statute.’’11 Id. Citing the CSA’s 
prescription requirement (21 CFR 

1306.04(a)), the ALJ then explained: 
‘‘However, because he issued 
prescriptions for human growth 
hormone for unauthorized uses and for 
Jintropin for any use, he violated federal 
law by issuing prescriptions outside the 
usual course of a professional practice.’’ 
Id. 

The ALJ’s reasoning is erroneous for 
two reasons: First, it fails to recognize 
that the CSA’s prescription 
requirement—in keeping with the 
limited authority the CSA grants the 
Attorney General, see Gonzales v. 
Oregon, 546 U.S. 243 (2006)—applies 
only to prescriptions for controlled 
substances. Indeed, the text of the 
regulation could not make this clearer. 
See 21 CFR 1306.04(a). As pertinent 
here, the regulation states: 

A prescription for a controlled substance to 
be effective must be issued for a legitimate 
medical purpose by an individual 
practitioner acting in the usual course of his 
professional practice. The responsibility for 
the proper prescribing and dispensing of 
controlled substances is upon the prescribing 
practitioner, but a corresponding 
responsibility rests with the pharmacist who 
fills the prescription. 

21 CFR 1306.04(a) (emphasis added). 
See also 21 U.S.C. 802(6) (‘‘The term 
‘controlled substance’ means a drug or 
other substance or immediate precursor, 
included in schedule I, II, III, IV, or V 
of part B of this subchapter.’’). 

Second, while criminalizing conduct 
is a form of control, see Merriam- 
Webster’s Collegiate Dictionary 252 
(10th ed. 1998), the ALJ failed to 
recognize that, under the CSA, the term 
‘‘control’’ is a term of art which has been 
statutorily defined. See 21 U.S.C. 802(5) 
(defining ‘‘[t]he term ‘control’ [to] 
mean[] to add a drug or other substance, 
or immediate precursor, to a schedule 
under part B of this subchapter, whether 
by transfer from another schedule or 
otherwise’’). 

Thus, while Congress criminalized 
certain conduct related to the 
distribution of human growth hormone 
in the Anabolic Steroid Control Act of 
1990, most significantly, it did not 
include human growth hormone when it 
amended the CSA to include anabolic 
steroids as schedule III controlled 
substances. Anabolic Steroids Control 
Act of 1990, Public Law 101–647, 104 
Stat. 4851–52 (1990) (codified at 21 
U.S.C. 802(41)(A)). Indeed, the House 
Report, which accompanied the 
legislation, specifically noted in several 
places that ‘‘[h]uman growth hormone 
* * * is often mistakenly considered an 
anabolic steroid.’’ H. Rep. No. 101– 
681(I), at 95 (1990), as reprinted in 1990 
U.S.C.C.A.N. 6472, 6499. See also id. at 
97, as reprinted in 1990 U.S.C.C.A.N. at 

6501 (‘‘Human growth hormone, often 
mistakenly considered an anabolic 
steroid, is defined as ‘somatrem, 
somatropin or an analogue of either of 
them.’’’). 

Thus, contrary to the ALJ’s 
understanding, human growth hormone 
was not—unlike anabolic steroids— 
‘‘controlled by the ASCA.’’ Moreover, 
the House Report makes clear that the 
ASCA’s human growth hormone 
provision ‘‘amend[ed] * * * the Food, 
Drug and Cosmetic Act,’’ and not the 
CSA. Because it is not a controlled 
substance, Respondent’s prescribings of 
human growth hormone could not have 
violated the CSA’s prescription 
requirement. The conduct is therefore 
not relevant in assessing either his 
experience in dispensing contorlled 
substances or his record of compliance 
with laws related to controlled 
substances. 

Factor five authorizes the Agency to 
consider ‘‘such other conduct which 
may threaten public health and safety.’’ 
21 U.S.C. 823(f)(5). The ALJ correctly 
recognized that this factor authorizes 
the Agency to consider ‘‘a somewhat 
broader range of conduct reaching 
beyond those activities typically’’ 
associated with a registrant’s practices 
in dispensing controlled substances, 
ALJ at 31, and encompasses ‘‘wrongful 
acts relating to controlled substances 
committed by a registrant outside of his 
professional practice but which relate to 
controlled substances.’’ David E. 
Trawick, 53 FR 5326, 5327 (1988). The 
Agency has thus long held that ‘‘all 
wrongful acts relating to controlled 
substances committed by a registrant 
can be taken into consideration by the 
Administrator when deciding whether 
to allow that registrant to retain the 
privileges granted him by a DEA 
Certificate of Registration.’’ Id. However, 
our cases have established that for 
conduct to be actionable under factor 
five, there must be a substantial 
relationship between the conduct and 
the CSA’s purposes of preventing drug 
abuse and diversion, and that the 
conduct may constitute a threat to 
public health and safety.12 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00103 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49989 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

13 Nor is there any expert testimony establishing 
what a physician must do to diagnose whether an 
adult patient has a human growth hormone 
deficiency. 

14 See also 546 U.S. at 268 (‘‘Under the 
Government’s theory, * * * the medical judgments 
the Attorney General could make are not limited to 
physician-assisted suicide. Were this argument 
accepted, [the Attorney General] could decide 
whether any particular drug may be used for any 
particular purpose, or indeed whether a physician 
who administers any controversial treatment could 
be deregistered.’’). 

15 The Government does not cite any judicial 
authority establishing that the issuance of a 
prescription for a non-FDA approved drug, which 
is made in a foreign country, by itself, constitutes 
a violation of Federal law. Nor does this case raise 
the question of whether a criminal conviction for 
either illegally distributing or importing (or 
conspiring to distribute or import) a non-controlled 
drug such as HGH can be considered under Factor 
Five. 

Reasoning that ‘‘[i]t would be difficult 
to conceive of a scenario that hits closer 
to the mark of a dangerous prescribing 
practice than the prescribing of 
substances for purpose that have not 
been approved by the FDA and the 
prescribing of a substance not approved 
for any purpose by the FDA,’’ the ALJ 
concluded that Respondent’s 
prescribing of human growth hormone 
was ‘‘relevant under factor five.’’ ALJ at 
31. The ALJ’s reasoning reflects a 
fundamental misunderstanding of 
legitimate medical practice and would 
embark this Agency on a function it has 
no authority to engage in. 

Most significantly, even assuming that 
prescribing human growth hormone for 
anti-aging purposes threatens public 
health and safety and that prescribing it 
for this off-label use violates Federal 
law, the ALJ erred in considering this 
conduct because he failed to identify 
how Respondent’s prescribing of human 
growth hormone is related to controlled 
substances. While the record establishes 
that Respondent also prescribed 
testosterone to various patients who 
were receiving HGH, there is no 
evidence that Respondent lacked a 
legitimate medical purpose and acted 
outside of the usual course of 
professional practice in issuing the 
testosterone prescriptions. Moreover, 
that Respondent may have issued the 
HGH prescriptions concurrent with his 
issuance of testosterone prescriptions 
does not establish a substantial 
relationship to controlled substances.13 

To be sure, Agency decisions have at 
times discussed a practitioner’s 
prescribing of non-controlled drugs to 
provide factual context. See, e.g., Paul 
H. Volkman, 73 FR 30630, 30633–34, 
30636–37 (2008) (discussing physician’s 
prescriptions for drug cocktails which 
included opioids and benzodiazepines 
(both of which are controlled) and 
carisoprodol (which is not controlled)); 
Edmund Chein, 72 FR 6580, 6582 (2007) 
(discussing physician’s distribution of 
HGH to undercover operatives). Yet in 
neither of these decisions did the 
Agency hold that it has authority to 
adjudicate the medical propriety of a 
physician’s act in prescribing a non- 
controlled drug. 

In Chein, my discussion of 
Respondent’s dispensing violations 
focused entirely on the physician’s 
prescribing of controlled substances and 
did so notwithstanding that the 
evidence showed that the physician had 
distributed HGH to an undercover 

operative who sought the substance for 
athletic enhancement. Compare 72 FR at 
6582, with id., at 6590. To similar effect, 
in Volkman, notwithstanding the 
evidence that the physician had issued 
prescriptions for carisoprodol, my 
discussion of the lawfulness of his 
prescribing practices was based solely 
on his controlled substance 
prescriptions. See 73 FR at 30642–43. In 
short, DEA has never held that a 
practitioner’s prescribing practices with 
respect to non-controlled substances 
provide an independent basis for 
concluding that the practitioner has 
engaged in conduct which may threaten 
public health and safety and has thus 
committed acts inconsistent with the 
public interest. 

This is for good reason as the CSA 
does not grant this Agency the sweeping 
authority suggested by the ALJ’s 
decision and, in particular, by his 
reasoning that prescribing a drug for a 
non-approved use constitutes ‘‘a 
dangerous prescribing practice.’’ ALJ at 
31. As the Supreme Court explained in 
Gonzales, the CSA and its case law 
‘‘amply support the conclusion that 
Congress regulates medical practice 
insofar as it bars doctors from using 
their prescription-writing powers as a 
means to engage in illicit drug dealing 
and trafficking as conventionally 
understood. Beyond this, however, the 
statute manifests no intent to regulate 
the practice of medicine generally[,]’’ an 
authority which remains vested in the 
States. 546 U.S. at 270. Moreover, to the 
extent the ‘‘[t]he CSA allocates decision 
making powers among statutory actors 
* * * medical judgments, if they are to 
be decided at the federal level and for 
the limited objects of the statute, are 
placed in the hands of the Secretary.’’ Id. 
at 265.14 

It is acknowledged that the medical 
judgment at issue here—the propriety of 
prescribing HGH for anti-aging 
purposes—may have already been 
decided by Congress. See 21 U.S.C. 333; 
but see United States ex rel. Rost v. 
Pfizer, Inc., 507 F.3d at 723 (dictum 
stating that ‘‘[p]hysicians may prescribe 
Genotropin for non-FDA-approved 
indications, but the Food, Drug & 
Cosmetic Act * * * prohibits 
pharmaceutical companies from 
marketing drugs for such ‘off-label’ 
uses’’). Yet neither the Government nor 

the ALJ cited any judicial authority 
definitively construing the statute as 
prohibiting a physician from prescribing 
HGH for anti-aging purposes. Likewise, 
neither the Government nor the ALJ cite 
any definitive construction of the Food, 
Drug and Cosmetic Act (FDCA) by the 
Secretary or her authorized delegatee 
holding that a physician who acts in 
good faith violates 21 U.S.C. 333(e) if he 
prescribes HGH for anti-aging purposes. 
In any event, what is clear is that 
because DEA is not charged with 
administering the FDCA, I have no 
authority to definitively interpret that 
statute, and/or to declare the practice of 
prescribing HGH for anti-aging purposes 
to be a violation of Federal law. 
Accordingly, the propriety of 
Respondent’s prescribing of HGH is 
outside of the Agency’s authority to 
adjudicate.15 

However, DEA has long held that a 
practitioner’s self-abuse of a controlled 
substance is a relevant consideration 
under factor five and has done so even 
when there is no evidence that the 
registrant abused his prescription 
writing authority. Trawick, 53 FR at 
5326. Moreover, DEA has revoked 
registrations and/or denied applications 
for a registration even where there is no 
evidence that the practitioner 
committed acts involving unlawful 
distribution to others. See, e.g., Kenneth 
Wayne Green, Jr., 59 FR 51453 (1994); 
Allan L. Gant, 59 FR 10826 (1994); 
William H. Carranza, 51 FR 2771 (1986). 

As found above, in December 2007, 
Respondent gave a urine sample which 
twice tested positive for cocaine. As the 
ALJ noted, Respondent did not 
challenge either the chain of custody for 
his sample or the validity of the 
procedures used by the labs which 
tested his samples. Nor did he put on 
any evidence pertaining to the rate of 
false positives using the labs’ testing 
procedures. Instead, he twice submitted 
hair samples. While his hair samples 
were negative, as the Government’s 
expert testified, these tests neither 
confirm nor refute the urinalysis results. 
Accordingly, substantial evidence 
supports the conclusion that he ingested 
cocaine in December 2007. 

In his testimony, Respondent 
maintained that it would not make 
sense for him to relapse with only eight 
months remaining on the Agreed Order 
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16 While Respondent may have taken 400 tests 
during the period of the Agreed Order, as found 
above, he also tested positive for cocaine in October 
2003, as well as alcohol (which he was also 
prohibited from consuming under the Agreed 
Order) in March 2005, and had also failed to call 
in to determine whether he was required to submit 
a sample. 

17 Dr. Crowder also indicated that ‘‘all data 
available to [him] indicate that [Respondent’s] trace 
positive result in December was a false positive.’’ 
RX 9. Putting aside that the result did not appear 
to be a trace positive—as it was four times the 
minimum detection limit using the GC/MS 
Confirmation, see GX 8, at 5; Dr. Crowder did not 
explain exactly what data he reviewed and whether 
it included any of the data from the actual lab tests 
of Respondent’s urine sample. 

18 Having reviewed the letter from Dr. Chancellor 
on behalf of the Physician Recovery Committee, I 
conclude that it does not constitute a clinical 
evaluation of Respondent’s condition and give it no 
weight. 

19 There is also evidence that Respondent 
practiced at various locations without updating his 
registration to reflect that he was doing so. 
However, under DEA’s regulation, a practitioner is 
not required to obtain a registration for ‘‘[a]n office 
used by a practitioner (who is registered at another 
location in the same State * * *) where controlled 
substances are prescribed but neither administered 
nor otherwise dispensed as a regular part of the 
professional practice of the practitioner at such 
office, and where no supplies of controlled 
substances are maintained.’’ 21 CFR 1301.12(b)(3) 
(emphasis added). 

With the exception of the Spa 02 clinic, the 
Government produced no evidence that he did 
anything other than write prescriptions at these 
offices. Although there is evidence that Respondent 
administered testosterone at the Spa 02 clinic, the 
only evidence of this activity produced by the 
Government pertains to a single patient, R.G. While 
there was evidence to the effect that the 
administrations occurred either once a month or 
every two weeks at most, Tr. 114, the Government 
produced only a single testosterone prescription 
written by Respondent for R.G. and did not 
introduce his medical record. Thus, the evidence 
does not establish the duration of Respondent’s 
administration of testosterone to him. 

Furthermore, the evidence suggests that R.G. 
brought the testosterone with him to the clinic and 
there is no evidence that Respondent maintained 
supplies of any controlled substance at the clinic. 
The Government has therefore failed to show that 
Respondent administered controlled substances ‘‘as 
a regular part of [his] professional practice’’ at this 
office. 21 CFR 1301.12(b)(3). I therefore hold that 
Respondent was not required to be registered at this 
location. 

Moreover, the Government produced no evidence 
to refute Respondent’s testimony that while he was 
moonlighting at these other offices, he was mainly 
practicing at the MacArthur office. Thus, it is clear 
that he was registered within the State of Texas and 
was in compliance (based on this record) with the 
regulation. The allegation therefore fails. 

20 To make clear, Respondent (and not this 
Agency) is responsible for the costs of any treatment 
program as well as demonstrating his sobriety 
including drug testing both before and during the 
period of any new registration. 

and raised the Lays’ defense that there 
is no such thing as just one line of 
cocaine. Respondent also contended 
that he had been subjected to some 400 
other tests, which he implied that he 
had passed. 

The short answer to these contentions 
is that none of them refute the urinalysis 
results.16 Rather, what Respondent’s 
testimony suggests is that he still has a 
problem with cocaine abuse which he 
refuses to acknowledge. 

It is acknowledged that after his 
positive test result, Respondent 
procured several letters (including two 
from psychiatrists who treated him) 
which supported his continued 
licensure. However, none of the letters’ 
authors testified in this proceeding. 
Accordingly, the basis of their opinions 
was not subject to cross-examination. 
Moreover, each of the letters from 
Respondent’s treating psychiatrists 
raises issues as to the basis for their 
respective opinions. For example, while 
Dr. Crowder’s letter stated that 
Respondent had visited him eleven 
times since July 22, 2005, and that 
‘‘[d]uring this entire time, I have never 
noted any evidence of substance abuse, 
intoxication or withdrawal on mental 
status examination,’’ RX 9, Dr. Crowder 
did not indicate when he had last 
examined Respondent. And as Dr. 
Crowder acknowledged in his letter: ‘‘Of 
course, I cannot know whether he 
[Respondent] has been honest with me 
or returned to cocaine use.’’ Id. 
Moreover, Dr. Crowder acknowledged 
that he was ‘‘speaking from a limited 
perspective.’’ Id.17 Thus, his letter does 
not establish that Respondent has 
successfully rehabilitated himself. 

Dr. Bailey’s letter stated that he had 
performed a psychiatric evaluation of 
Respondent on February 11, 2008, and 
found that his ‘‘mental status is within 
normal limits’’ and that ‘‘there is no 
current impairment.’’ RX 10. Dr. Bailey 
also found that Respondent’s ‘‘[c]ocaine 
dependence [was] in remission,’’ and he 
planned to release Respondent from his 
care. Id. However, there is no indication 

in the letter that Dr. Bailey was aware 
of Respondent’s failed drug test from 
two months earlier, which would seem 
to be critical information for 
determining whether his cocaine 
dependence is in remission. 
Accordingly, while this letter is 
somewhat more probative of 
Respondent’s condition, I conclude that 
it is not dispositive of whether he has 
a continuing problem with cocaine 
abuse.18 

In any event, the record establishes 
that Respondent has illicitly used 
cocaine on at least three separate 
occasions including once in the recent 
past and that he has also abused alcohol 
in violation of the Board’s order. 
Moreover, the record also establishes 
that Respondent lied to the State Board 
and went so far as to produce a false 
written statement that his positive test 
was the result of his ex-girlfriend’s 
having spiked a drink. Given this 
record, the ALJ’s skepticism of 
Respondent’s rehabilitative efforts was 
entirely warranted. Furthermore, 
Respondent’s cocaine abuse provides 
reason alone to conclude that he has 
committed acts which render his 
continued registration inconsistent with 
the public interest and which justify the 
revocation of his registration.19 

‘‘Proceedings under sections 303 and 
304 of the CSA, however, are non- 
punitive.’’ Samuel S. Jackson, 72 FR 
23848, 23853 (2007) (citing Leo R. 
Miller, 53 FR 21931, 21932 (1988)). DEA 
has repeatedly recognized that ‘‘this 
proceeding ‘is a remedial measure, 
based upon the public interest and the 
necessity to protect the public from 
those individuals who have misused 
controlled substances or their DEA 
Certificate of Registration, and who have 
not presented sufficient mitigating 
evidence to assure the Administrator 
that they can be [en]trusted with the 
responsibility’’’ that attaches with a 
registration. Id. (quoting 53 FR at 
21932). 

Consistent with these principles, 
where the only misconduct proved on 
the record involves self-abuse, this 
Agency has frequently granted a new 
registration to those practitioners who 
undergo treatment and thereafter 
demonstrate their continued sobriety. 
See Steven M. Abbadessa, 74 FR 10077 
(2009); Scott H. Nearing, 70 FR 33200 
(2005); Vincent J. Scolaro, 67 FR 42060 
(2002). Therefore, while I revoke 
Respondent’s registration, I further hold 
that in the event he undergoes inpatient 
treatment for his substance abuse 
problem, demonstrates his continued 
sobriety for a period of one year from 
the effective date of this Order, and does 
not engage in any other misconduct 
related to controlled substances during 
this period,20 favorable consideration 
should be given to an application for a 
new registration which is submitted at 
the conclusion of this period. Moreover, 
as a condition of receiving a new 
registration, Respondent must agree to 
undergo random drug testing for a 
period of three years which shall begin 
on the date any new registration is 
issued to him. 

Order 
Pursuant to the authority vested in me 

by 21 U.S.C. 823(f) & 824(a)(4), as well 
as 28 CFR 0.100(b) & 0.104, I order that 
DEA Certificate of Registration, 
BB8997857, issued to Tony T. Bui, 
M.D., be, and it hereby is, revoked. I 
further order that any pending 
application to renew or modify the 
registration be, and it hereby is, denied. 
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1 Apparently, the amended summary suspension 
order was issued to extend the length of the 
suspension from 90 days (as provided in the initial 
order) ‘‘until the date of the final hearing in this 
matter.’’ Compare Mot. for Summary Disp. 
Attachment 1, at 2, with Attachment 2, at 2. 

This order is effective September 15, 
2010. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20242 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 10–26] 

Beverley P. Edwards, M.D.; Revocation 
of Registration 

On January 21, 2010, I, the Deputy 
Administrator of the Drug Enforcement 
Administration, issued an Order to 
Show Cause and Immediate Suspension 
of Registration to Beverly P. Edwards, 
M.D. (Respondent), of Indianapolis, 
Indiana. The Show Cause Order 
proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, BE8619667, and the denial 
of any pending applications to renew or 
modify her registration, on the ground 
that Respondent’s ‘‘continued 
registration is inconsistent with the 
public interest, as that term is defined 
in 21 U.S.C. 823(f).’’ Show Cause Order 
at 1 (citing 21 U.S.C. 824(a)(4)). 

The Show Cause Order specifically 
alleged that Respondent was prescribing 
controlled substances over the Internet 
based on ‘‘online questionnaires and/or 
webcam consultations and without first 
conducting an in person physical 
examination’’ and that she lacked a 
‘‘legitimate medical purpose’’ and acted 
‘‘outside the usual course of professional 
practice’’ in issuing the prescriptions in 
violation of 21 CFR 1306.04(a) and 21 
U.S.C. 841(a)(1). Id. at 2. Next, the Order 
alleged that while Respondent is 
licensed to practice medicine in only 
the States of Indiana, California and 
New York, she was prescribing 
controlled substances to persons 
throughout the United States from her 
residence in Texas, where she is not 
licensed, and was engaged in the 
unauthorized practice of medicine in 
violation of the laws of Texas, as well 
as the various States where the patients 
resided. Id. (citations omitted). 
Relatedly, the Order alleged that 
Respondent was using her ‘‘DEA 
registration to prescribe controlled 
substances from locations outside of the 
State [Indiana] where [she is] registered 
with DEA, in violation of 21 CFR 
1301.12(a) & (b)(3).’’ Id. Finally, the 
Show Cause Order alleged that 
Respondent was authorizing refills of 

schedule II controlled substances in 
violation of 21 U.S.C. 829(a). Id. 

Based on the above, I concluded that 
Respondent’s continued registration 
during the pendency of the proceeding 
would ‘‘constitute[] an imminent danger 
to the public health and safety.’’ Id. I 
therefore invoked my authority under 
21 U.S.C. 824(d) and immediately 
suspended Respondent’s registration. Id. 
at 2–3. 

On January 25, 2010, Respondent 
requested a hearing on the allegations 
and the matter was placed on the docket 
of the Agency’s Administrative Law 
Judges. Thereafter, on February 2, 2010, 
the Government moved for summary 
disposition contending that on January 
29, 2010, the State of Indiana had 
summarily suspended Respondent’s 
state medical license effective January 
28, 2010, as well as her state controlled 
substances registration. Mot. for 
Summary Disp. at 1. The Government 
also noted that on February 2, the State 
had issued an amended order which 
summarily suspended her state medical 
license, which was also effective on 
January 28, 2010.1 Id. As support for its 
motion, the Government attached copies 
of the various state suspension orders as 
well as other documents. Based on 
Respondent’s lack of authority under 
state law to dispense controlled 
substances in Indiana, the State in 
which she holds her DEA registration, 
the Government requested that the ALJ 
issue a decision recommending that 
Respondent’s registration be revoked. 
Id. at 2–3. 

Thereafter, the ALJ issued an Order 
for Respondent’s Response to the 
Government’s Motion and gave 
Respondent until February 10, 2010 to 
file a response. Subsequently, on 
Respondent’s motion, the ALJ granted 
her an extension until February 22 to 
file her pleading. 

On February 18, Respondent filed her 
Response. Therein, Respondent did not 
dispute that she ‘‘currently lacks the 
authority to handle controlled 
substances in the State of Indiana, the 
jurisdiction in which until February 2, 
2010 she was duly licensed.’’ Response 
to Gov. Mot. for Summ. Disp. at 1. 
Respondent argued, however, that the 
Government’s request was ‘‘premature’’ 
because the Medical Licensing Board of 
Indiana had not issued a final decision 
and that ‘‘any attempt to seek revocation 
at this time is without basis and 
premature.’’ Id. 

On February 19, the ALJ issued her 
decision (also ALJ). Therein, the ALJ 
noted that the State of Indiana has 
suspended Respondent’s medical 
license and that she had admitted ‘‘that 
she no longer has authority to handle 
controlled substances in Indiana.’’ ALJ 
at 4. Noting that DEA does not have 
‘‘authority under the Controlled 
Substances Act to maintain a controlled 
substances registration if the registrant 
is without state authority to handle 
controlled substances in the state in 
which she practices medicine,’’ and that 
‘‘revocation is * * * appropriate [even] 
when a state license has been 
suspended * * * with the possibility of 
future reinstatement,’’ the ALJ 
concluded that there was no dispute 
over the material fact that Respondent 
‘‘lacks authority to handle controlled 
substances in Indiana.’’ ALJ at 5 
(citations omitted). The ALJ thus held 
that ‘‘DEA lacks authority to continue 
* * * Respondent’s DEA registration,’’ 
granted the Government’s motion, and 
recommended that Respondent’s 
registration be revoked and that any 
pending applications be denied. Id. at 
5–6. 

While neither party would file 
exceptions to the ALJ’s decision, on 
February 24, Respondent filed a motion 
to stay the ALJ’s decision ‘‘until such 
time as the matter before the Medical 
Licensing Board of Indiana can be 
resolved.’’ Motion to Stay Decision at 1. 
Respondent also noted that the State 
hearing had been set for March 25, 2010. 
Id. The Government opposed the 
motion. 

On March 12, the ALJ denied the 
motion noting that Respondent had 
‘‘offered no evidence suggesting that the 
circumstances have changed or that she 
currently has authority to handle 
controlled substances in Indiana.’’ Order 
Denying Respondent’s Motion to Stay 
Decision at 2. On March 19, the ALJ 
forwarded the record to me for final 
agency action. 

Thereafter, the Government filed a 
motion to supplement the record. 
Therein, the Government noted that on 
March 30, 2010, the Medical Licensing 
Board of Indiana had issued a final 
order permanently revoking 
Respondent’s medical license. Mot. to 
Supplement at 1. The Government 
attached a copy of the state order, which 
included extensive findings of fact and 
conclusions of law (many of which 
Respondent apparently stipulated to). 
See In re Edwards, No. 2009 MLB 0024 
(Med. Lic. Bd. Ind., Mar 30, 2010) (final 
order). The findings established 
numerous instances in which 
Respondent, who ‘‘is only licensed to 
practice medicine in the States of 
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Indiana, New York and California,’’ id. 
at 1, and is only registered by DEA at 
two addresses in Indiana, id. at 2, issued 
controlled substance prescriptions (and 
frequently with multiple refills) to 
residents of Oklahoma, Colorado, Ohio, 
Illinois, Texas, Georgia, and North 
Carolina without having performed a 
physical examination of them. Id. at 2– 
13. Many of the prescriptions were for 
a combination drug containing 15 
milligrams of hydrocodone and 80 
milligrams of acetaminophen and were 
for as many as 360 tablets per each 
dispensing; other prescriptions were for 
hydrocodone/acetaminophen (10/325), 
oxycodone/acetaminophen (7.5/500) 
and Xanax. See id. 

Moreover, the State found, with 
respect to one patient (Patient D), that 
his wife had called Respondent and told 
her that he had been using 30–40 pills 
a day and was in a treatment program 
for overusing opioids. Id. at 6–7. The 
State found that two weeks after being 
informed of this, Respondent 
nonetheless issued Patient D a 
prescription for 360 tablets of 
hydrocodone/acetaminophen (15/80) 
with five refills. Id. at 7. Moreover, 
Respondent issued Patient D additional 
prescriptions for 360 tablets of 
hydrocodone/acetaminophen (15/80) on 
two occasions thereafter, as well as 
other prescriptions for hydrocodone/ 
acetaminophen (10/325). Id. 

The State further found that 
Respondent’s conduct constituted 
multiple violations of Indiana law. Id. at 
13–17. Among her violations were those 
of the State’s rules which prohibit 
prescribing a drug without ‘‘[a] 
documented patient evaluation, 
including history and physical 
evaluation adequate to establish 
diagnosis and identify underlying 
conditions or contraindications to the 
treatment recommended or provided,’’ 
844 Ind. Admin. Code 5–3–2, and 
prescribing ‘‘any controlled substances 
to a person who the physician has never 
personally physically examined and 
diagnosed.’’ 844 Ind. Admin. Code 5–4– 
1(a); see also In re Edwards, at 16–17. 

Discussion 
Under the Controlled Substances Act 

(CSA), a practitioner must be currently 
authorized to handle controlled 
substances in ‘‘the jurisdiction in which 
he practices’’ in order to maintain a DEA 
registration. See 21 U.S.C. 802(21) 
(‘‘[t]he term ‘practitioner’ means a 
physician * * * licensed, registered, or 
otherwise permitted, by * * * the 
jurisdiction in which he practices * * * 
to distribute, dispense, [or] administer 
* * * a controlled substance in the 
course of professional practice’’). See 

also id. § 823(f) (‘‘The Attorney General 
shall register practitioners * * * if the 
applicant is authorized to dispense 
* * * controlled substances under the 
laws of the State in which he 
practices.’’). As these provisions make 
plain, possessing authority under State 
law to handle controlled substances is 
an essential condition for holding a DEA 
registration. 

Accordingly, DEA has held repeatedly 
that the CSA requires the revocation of 
a registration issued to a practitioner 
whose state license has been suspended 
or revoked. David W. Wang, 72 FR 
54297, 54298 (2007); Sheran Arden 
Yeates, 71 FR 39130, 39131 (2006); 
Dominick A. Ricci, 58 FR 51104, 51105 
(1993); Bobby Watts, 53 FR 11919, 
11920 (1988). See also 21 U.S.C. 
824(a)(3) (authorizing the revocation of 
a registration ‘‘upon a finding that the 
registrant * * * has had his State 
license or registration suspended [or] 
revoked * * * and is no longer 
authorized by State law to engage in the 
* * * distribution [or] dispensing of 
controlled substances’’). 

As found above, the Medical 
Licensing Board has issued a final order 
‘‘permanently revoke[ing]’’ Respondent’s 
Indiana medical license. In re Edwards, 
at 18. Respondent therefore lacks 
authority under Indiana law to dispense 
controlled substances in Indiana, the 
State in which she holds her DEA 
registration. Because Respondent is no 
longer entitled to maintain her DEA 
registration, her registration will be 
revoked and any pending applications 
will be denied. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I grant the 
Government’s motion to supplement the 
record. I order that DEA Certificate of 
Registration, BE8619667, issued to 
Beverly P. Edwards, M.D., be, and it 
hereby is, revoked. I further order that 
any pending applications of Beverly P. 
Edwards, M.D., to renew or modify her 
registration, be, and they hereby are, 
denied. This Order is effective 
September 15, 2010. 

Dated: July 30, 2010. 

Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20193 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

Peter W.S. Grigg, M.D.; Revocation of 
Registration 

On January 2, 2009, I, the Deputy 
Administrator of the Drug Enforcement 
Administration, issued an Order to 
Show Cause and Immediate Suspension 
of Registration to Peter W.S. Grigg, M.D. 
(Respondent), of Colorado Springs, 
Colorado. The Show Cause Order 
proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, BG2107856, which 
authorized him to dispense controlled 
substances as a practitioner, and the 
denial of any pending application to 
renew or modify the registration on the 
ground that his ‘‘continued registration 
is inconsistent with the public interest.’’ 
Show Cause Order at 1. 

More specifically, the Show Cause 
Order alleged that on four separate 
occasions beginning on October 17, 
2008, and ending on December 5, 2008, 
Respondent violated Federal law by 
selling prescriptions for oxycodone, a 
schedule II controlled substance, to a 
police officer acting in an undercover 
capacity, which lacked a ‘‘legitimate 
medical purpose’’ and were ‘‘outside the 
usual course of professional practice.’’ 
Id. at 1–2 (citing 21 U.S.C. 841(a)(1) and 
21 CFR 1306.04(a)). The Show Cause 
Order further alleged that on November 
25, 2008, Respondent post-dated the 
oxycodone prescription and also 
‘‘provided three capsules of MDMA, a 
schedule I controlled substance’’ and 60 
tablets of oxycodone 10 mg. to the 
undercover officer, and that these 
distributions also lacked a legitimate 
medical purpose and were outside of 
the usual course of professional 
practice. Id. at 2. Finally, the Show 
Cause Order alleged that, on December 
5, 2008, Respondent also unlawfully 
distributed four fentanyl 400 mg. tablets 
and one fentanyl transdermal patch 12 
mcg./hr. to the undercover officer. Id. 

Based on the above, I further found 
that Respondent’s continued registration 
during the pendency of the proceeding 
would ‘‘constitute[] an imminent danger 
to the public health and safety.’’ Id. I 
therefore immediately suspended 
Respondent’s registration. Id. (citing 21 
U.S.C. 824(d) & 21 CFR 1301.36(e)). The 
Order also notified Respondent of his 
right to request a hearing on the 
allegations and the procedure for doing 
so. Id. at 3. 

On January 8, 2009, a DEA Diversion 
Investigator personally served the Order 
to Show Cause and Immediate 
Suspension of Registration on 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00107 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S



49993 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

Respondent. Affidavit of DI at 12. Since 
then, neither Respondent, nor anyone 
purporting to represent him, has either 
requested a hearing or submitted a 
written statement in lieu of a hearing. 
See 21 CFR 1301.43(a) & (c). 
Accordingly, I find that Respondent has 
waived his right to a hearing and issue 
this Decision and Final Order based on 
the record submitted by the 
Government. See id. at 1301.43(d) & (e). 
I make the following findings. 

Findings 
Respondent is the holder of DEA 

Certificate of Registration, BG2107856, 
which expires on September 30, 2010. 
Respondent has not filed a renewal 
application. 

On August 14, 2009, Respondent, who 
had been criminally charged with 
multiple counts of violating Federal 
law, entered into a Plea Agreement, 
Cooperation Agreement, and Stipulation 
of Facts with the United States. See Plea 
Agreement at 15, U.S. v. Grigg, No. 09– 
CR–00012–REB (D. Col. Aug. 19, 2009). 
Therein, Respondent admitted to the 
following: 

First, Respondent admitted that on 
October 17, 2008, he met an undercover 
police officer in a parking lot in 
Colorado Springs, Colorado and sold to 
the officer a prescription for 60 tablets 
of oxycodone 30 mg., a schedule II 
controlled substance, in exchange for 
$100. Id. at 10. Respondent further 
admitted that ‘‘[t]he writing of the 
prescription was not done as part of 
[his] legitimate medical practice and 
was not for legitimate medical 
purposes.’’ Id. 

Second, Respondent admitted that on 
November 6, 2008, he met an 
undercover police officer in Colorado 
Springs and sold to the officer a 
prescription for 150 tablet of oxycodone 
30 mg., in exchange for $1000. Id. 
Respondent further admitted that ‘‘[t]he 
writing of the prescription was not done 
as part of [his] legitimate medical 
practice and was not for legitimate 
medical purposes.’’ Id. 

Third, Respondent admitted that on 
November 25, 2008, he met an 
undercover police officer in Colorado 
Springs and sold to the officer a post- 
dated prescription for 150 oxycodone 30 
mg., in exchange for $1,000. Id. at 11. 
Respondent further admitted that ‘‘[t]he 
writing of the prescription was not done 
as part of [his] legitimate medical 
practice and was not for legitimate 
medical purposes.’’ Id. Respondent also 
admitted that on this date, he 
distributed to the officer 60 tablets of 
oxycodone 10 mg., a schedule II 
controlled substance, and that the 
distribution ‘‘was not done as part of 

legitimate medical practice and was not 
for legitimate medical purposes.’’ Id. In 
addition, Respondent admitted that on 
this date, he ‘‘supplied the undercover 
police officer with three doses of 3,4- 
methylenedioxymethamphetamine 
(MDMA/ecstasy),’’ a schedule II 
controlled substance. Id. Based on the 
affidavit of a DEA Investigator, I further 
find that Respondent distributed the 
MDMA as part of the same transaction. 
Affidavit of DI at 9–10. I thus also find 
that the distribution was not for a 
legitimate medical purpose. 

Fourth, Respondent admitted that on 
December 5, 2008, he met an 
undercover police officer in Colorado 
Springs and sold to the officer 320 
tablets of oxycodone 10 mg., in 
exchange for $1,000. Plea Agreement at 
11–12. Respondent further admitted that 
the distribution ‘‘was not done as part of 
[his] legitimate medical practice and 
was not for legitimate medical 
purposes.’’ Id. at 11. Respondent 
admitted that on this date, he also 
supplied the undercover officer with 
one fentanyl transdermal patch and four 
tablets of fentanyl 400 mcg., both of 
which are schedule II controlled 
substances. Id. at 12. 

Discussion 

Section 304(a) of the Controlled 
Substances Act (CSA) provides that a 
registration to ‘‘dispense a controlled 
substance * * * may be suspended or 
revoked by the Attorney General upon 
a finding that the registrant * * * has 
committed such acts as would render 
his registration under section 823 of this 
title inconsistent with the public 
interest as determined under such 
section.’’ 21 U.S.C. 824(a)(4). With 
respect to a practitioner, the Act 
requires the consideration of the 
following factors in making the public 
interest determination: 

(1) The recommendation of the appropriate 
State licensing board or professional 
disciplinary authority. 

(2) The applicant’s experience in 
dispensing * * * controlled substances. 

(3) The applicant’s conviction record under 
Federal or State laws relating to the 
manufacture, distribution, or dispensing of 
controlled substances. 

(4) Compliance with applicable State, 
Federal, or local laws relating to controlled 
substances. 

(5) Such other conduct which may threaten 
the public health and safety. 

Id. § 823(f). 
‘‘[T]hese factors are * * * considered 

in the disjunctive.’’ Robert A. Leslie, 
M.D., 68 FR 15227, 15230 (2003). I ‘‘may 
rely on any one or a combination of 
factors, and may give each factor the 
weight [I] deem[] appropriate in 

determining whether a registration 
should be revoked.’’ Id. Moreover, I am 
‘‘not required to make findings as to all 
of the factors.’’ Hoxie v. DEA, 419 F.3d 
477, 482 (6th Cir. 2005); see also Morall 
v. DEA, 412 F.3d 165, 173–74 (D.C. Cir. 
2005). 

The record contains no evidence as to 
whether the State of Colorado has taken 
action against Respondent’s controlled 
substance prescribing authority (factor 
one). Moreover, while the record 
establishes that Respondent has been 
charged with multiple felony violations 
of the CSA and that Respondent has 
entered into a plea agreement with the 
United States in which he admitted to 
multiple violations of the CSA, the 
record does not contain a judgment of 
conviction (factor three). However, 
under Agency precedent, neither of 
these findings is dispositive. See 
Edmund Chein, 72 FR 6580, 6590 n.22 
(2007); Mortimer B. Levin, 55 FR 8209, 
8210 (1990). Moreover, the evidence 
with respect to factors two 
(Respondent’s experience in dispensing 
controlled substances) and four 
(Respondent’s compliance with 
applicable laws related to controlled 
substances) establishes that Respondent 
has committed numerous acts which 
render his continued registration 
‘‘inconsistent with the public interest.’’ 
21 U.S.C. 824(a)(4). 

Factors Two and Four—Respondent’s 
Experience in Dispensing Controlled 
Substances and Record of Compliance 
with Applicable Controlled Substance 
Laws 

Under a longstanding DEA regulation, 
a prescription for a controlled substance 
is not ‘‘effective’’ unless it is ‘‘issued for 
a legitimate medical purpose by an 
individual practitioner acting in the 
usual course of his professional 
practice.’’ 21 CFR 1306.04(a). This 
regulation further provides that ‘‘an 
order purporting to be a prescription 
issued not in the usual course of 
professional treatment * * * is not a 
prescription within the meaning and 
intent of [21 U.S.C. 829] and * * * the 
person issuing it, shall be subject to the 
penalties provided for violations of the 
provisions of law related to controlled 
substances.’’ Id. See also 21 U.S.C. 
802(10) (defining the term ‘‘dispense’’ as 
meaning ‘‘to deliver a controlled 
substance to an ultimate user by, or 
pursuant to the lawful order of, a 
practitioner, including the prescribing 
and administering of a controlled 
substance’’) (emphasis added). 

As the Supreme Court recently 
explained, ‘‘the prescription 
requirement * * * ensures patients use 
controlled substances under the 
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supervision of a doctor so as to prevent 
addiction and recreational abuse. As a 
corollary, [it] also bars doctors from 
peddling to patients who crave the 
drugs for those prohibited uses.’’ 
Gonzales v. Oregon, 546 U.S. 243, 274 
(2006) (citing United States v. Moore, 
423 U.S. 122, 135, 143 (1975)). 

Under the CSA, it is fundamental that 
a practitioner must establish and 
maintain a bonafide doctor-patient 
relationship in order to act ‘‘in the usual 
course of * * * professional practice’’ 
and to issue a prescription for a 
‘‘legitimate medical purpose.’’ Laurence 
T. McKinney, 73 FR 43260, 43265 n.22 
(2008); see also Moore, 423 U.S. at 142– 
43 (noting that evidence established that 
physician ‘‘exceeded the bounds of 
‘professional practice,’’’ when ‘‘he gave 
inadequate physical examinations or 
none at all,’’ ‘‘ignored the results of the 
tests he did make,’’ and ‘‘took no 
precautions against * * * misuse and 
diversion’’). While the CSA generally 
looks to state law to determine whether 
a doctor and patient have established a 
bonafide doctor-patient relationship, see 
Kamir Garces-Mejias, 72 FR 54931, 
54935 (2007); United Prescription 
Services, Inc., 72 FR 50397, 50407 
(2007), here, there is no need to analyze 
the applicable provisions of Colorado 
law because Respondent admitted in his 
plea agreement that he acted outside of 
the usual course of professional practice 
and lacked a legitimate medical purpose 
in issuing the prescriptions which he 
sold to the undercover officer. 

As found above, on four different 
occasions, Respondent sold 
prescriptions for oxycodone, a schedule 
II controlled substance, to an 
undercover police officer. Three of the 
prescriptions were for either 60 (Oct. 17) 
or 150 (Nov. 6 & 25) tablets of 30 mg. 
strength; the remaining prescription was 
for 320 tablets of 10 mg. strength. In 
addition, Respondent also physically 
distributed to the undercover officer 60 
tablets of oxycodone 10 mg., three 
tablets of MDMA/ecstasy, one fentanyl 
patch, and four tablets of fentanyl 400 
mcg., all of which are schedule II 
controlled substances. In exchange, 
Respondent received cash payments of 
$100 at the first transaction and $1000 
at the remaining three. As Respondent 
has admitted, his conduct during each 
of the four transactions bears no 
semblance to the legitimate practice of 
medicine. Rather, during each of these 
transactions, he engaged in a drug deal 
and violated 21 U.S.C. 841(a)(1). 

I thus conclude that Respondent’s 
experience in dispensing controlled 
substances and his criminal conduct in 
violation of Federal law make clear that 
his continued registration ‘‘is 

inconsistent with the public interest.’’ 
21 U.S.C. 823(f). Finally, for the same 
reasons which led me to find that 
Respondent posed ‘‘an imminent danger 
to the public health or safety,’’ id. 
section 824(d), I conclude that the 
public interest requires that his 
registration be revoked effective 
immediately and that any pending 
applications be denied. See 21 CFR 
1316.67. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I hereby order 
that DEA Certificate of Registration, 
BG2107856, issued to Peter W.S. Grigg, 
M.D., be, and it hereby is, revoked. This 
Order is effective immediately. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20201 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 09–64] 

James Stephen Ferguson, D.M.D.; 
Revocation of Registration 

On July 24, 2009, the Deputy 
Assistant Administrator, Office of 
Diversion Control, Drug Enforcement 
Administration (DEA), issued an Order 
to Show Cause to James Stephen 
Ferguson, D.M.D. (Respondent), of 
Pittsburgh, Pennsylvania. The Show 
Cause Order proposed the revocation of 
Respondent’s DEA Certificate of 
Registration, as a practitioner, 
BF6211762, on the ground that 
Respondent’s ‘‘license to practice 
dentistry in the state of Pennsylvania 
expired on March 31, 2009’’ and that he 
is ‘‘currently without authority to handle 
controlled substances in Pennsylvania, 
the state in which [he is] registered with 
DEA.’’ Show Cause Order at 1. The 
Show Cause Order also proposed the 
denial of ‘‘any pending applications for 
renewal or modification of’’ 
Respondent’s registration. Id. 

The Show Cause Order alleged that 
Respondent’s DEA registration does not 
expire until September 30, 2010, but 
that Respondent’s Pennsylvania dental 
license had expired on March 31, 2009. 
Id. Next, the Show Cause Order alleged 
that commencing no later than June 
2006, Respondent had issued dozens of 
prescriptions for schedule III controlled 
substances containing hydrocodone to 
his girlfriend L.J. ‘‘for no legitimate 

medical purpose and not in the course 
of professional practice, in violation of 
21 U.S.C. 841(a) and 21 CFR 
1306.04(a).’’ Id. at 2. The Order alleged 
that while Respondent used his 
girlfriend’s real name on some 
prescriptions, on others he used false 
names to ‘‘disguise the true recipient of 
the controlled substances.’’ Id. 

The Show Cause Order further alleged 
that when DEA Investigators searched 
his office, Respondent ‘‘could not 
explain the fact that [he] did not have 
a patient file’’ on his girlfriend, and that 
he admitted to investigators that he 
knew L.J. ‘‘was addicted to 
hydrocodone.’’ Id. Finally, the Order 
alleged that Respondent ‘‘continued to 
issue controlled substance prescriptions 
during the month of April 2009’’ despite 
the fact that his Pennsylvania dental 
license expired on March 31, 2009. Id. 

On September 1, 2009, a Diversion 
Investigator (DI) went to Respondent’s 
residence and left a copy of the Order 
to Show Cause with L.J. and his 
nephew, who agreed to give it to 
Respondent. See Gov’t Submission of 
Evidence of Service of Process, Ex. A 
(declaration of DI). On September 15, 
2009, Respondent requested a hearing 
and the matter was placed on the docket 
of the Agency’s Administrative Law 
Judges (ALJs). 

On October 13, 2009, the Government 
moved for summary disposition. The 
basis of the motion was that Respondent 
‘‘is not duly authorized to possess, 
dispense or otherwise handle controlled 
substances in the State of Pennsylvania, 
the jurisdiction in which [he] engages in 
the practice of dentistry,’’ and therefore, 
he is not entitled to hold a DEA 
registration. Gov’t Mot. Summ. Disp., at 
1–2. As support for the motion, the 
Government submitted a Certificate and 
Attestation signed by Lisa M. Burns, 
Board Administrator, Pennsylvania 
State Board of Dentistry, Bureau of 
Professional and Occupational Affairs. 
Therein, Ms. Burns stated that 
Respondent’s license to practice 
dentistry in Pennsylvania was issued on 
February 2, 1999, and had expired on 
March 31, 2009. Id., Ex. A. Respondent 
did not file a response to the 
Government’s motion. Order Granting 
Gov’t Mot. for Summ. Disp. at 2. 

On October 22, 2009, the ALJ granted 
the Government’s motion. Id. at 4. The 
ALJ found that there was no dispute 
over the material fact that Respondent 
no longer holds a state dental license 
and that he therefore lacks authority 
under Pennsylvania law to handle 
controlled substances in the State. Id. at 
3. In accordance with the CSA and 
agency precedent, the ALJ held that 
because Respondent lacks this 
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authority, he ‘‘is not entitled to maintain 
his DEA registration.’’ Id. at 3–4. The 
ALJ thus recommended that I revoke 
Respondent’s registration and deny any 
pending renewal application. ALJ at 4. 

Neither party filed exceptions to the 
ALJ’s recommended decision. The ALJ 
then forwarded the record to me for 
final agency action. Having considered 
the entire record in this matter, I adopt 
the ALJ’s recommended decision in its 
entirety and will revoke Respondent’s 
registration and deny any pending 
applications. I make the following 
findings: 

Findings 
Respondent obtained his license to 

practice dentistry in the State of 
Pennsylvania on February 2, 1999. Gov’t 
Mot., Ex. A. Respondent’s authority to 
practice dentistry in Pennsylvania 
expired on March 31, 2009. Id. 

Respondent also holds DEA 
Certificate of Registration, BF6211762, 
which authorizes him to dispense 
controlled substances in schedules II 
through V as a practitioner at the 
registered address of 2A Old Clairton 
Road, Pittsburgh, Pa. Respondent’s 
registration was last renewed on 
February 4, 2008, and does not expire 
until September 30, 2010. 

Discussion 
Under the Controlled Substances Act 

(CSA), a practitioner must be currently 
authorized to handle controlled 
substances in ‘‘the jurisdiction in which 
he practices’’ in order to maintain a DEA 
registration. See 21 U.S.C. 802(21) 
(‘‘[t]he term ‘practitioner’ means a 
physician * * * licensed, registered, or 
otherwise permitted, by * * * the 
jurisdiction in which he practices * * * 
to distribute, dispense, [or] administer 
* * * a controlled substance in the 
course of professional practice’’). See 
also id. section 823(f) (‘‘The Attorney 
General shall register practitioners 
* * * if the applicant is authorized to 
dispense * * * controlled substances 
under the laws of the State in which he 
practices.’’). As these provisions make 
plain, possessing authority under state 
law to handle controlled substances is 
an essential condition for holding a DEA 
registration. 

Accordingly, DEA has held repeatedly 
that the CSA requires the revocation of 
a registration issued to a practitioner 
whose state license has been suspended 
or revoked. David W. Wang, 72 FR 
54297, 54298 (2007); Sheran Arden 
Yeates, 71 FR 39130, 39131 (2006); 
Dominick A. Ricci, 58 FR 51104, 51105 
(1993); Bobby Watts, 53 FR 11919, 
11920 (1988). See also 21 U.S.C. 
824(a)(3) (authorizing the revocation of 

a registration ‘‘upon a finding that the 
registrant * * * has had his State 
license or registration suspended [or] 
revoked * * * and is no longer 
authorized by State law to engage in the 
* * * distribution [or] dispensing of 
controlled substances’’). 

Moreover, the Agency has interpreted 
the CSA to require the revocation of a 
registration upon a practitioner’s loss of 
state authority ‘‘not only where a 
registrant’s authority has been 
suspended or revoked, but also where a 
practitioner * * * has lost his state 
authority for reasons other than through 
formal disciplinary action of a State 
board.’’ John B. Freitas, 74 FR 17524, 
17525 (2009). Thus, even when a 
registrant ceases to possess authority to 
handle controlled substance in the State 
in which he practices through the 
expiration of a dental license or separate 
state controlled substances registration 
(when required), the Agency has 
revoked the practitioner’s registration. 
Mark L. Beck, 64 FR 40899, 408900 
(1999); Charles H. Ryan, 58 FR 14430 
(1993). 

Here, there is no dispute over the 
material fact that Respondent has 
allowed his Pennsylvania Dental 
License to expire and that he therefore 
lacks authority under Pennsylvania law 
to dispense control substances. 
Respondent is therefore not entitled to 
maintain his DEA registration, which 
will be revoked. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I order that 
DEA Certificate of Registration, 
BF6211762, issued to James S. 
Ferguson, D.M.D., be, and it hereby is, 
revoked. I further order that any 
pending application of James S. 
Ferguson, D.M.D., to renew or modify 
his registration, be, and it hereby is 
denied. This Order is effective 
September 15, 2010. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20192 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 09–22] 

Robert F. Hunt, D.O. Revocation of 
Registration 

On November 25, 2008, I, the Deputy 
Administrator of the Drug Enforcement 

Administration (DEA), issued an Order 
to Show Cause and Immediate 
Suspension of Registration to Robert F. 
Hunt, D.O. (Respondent), of Fort 
Lauderdale, Florida. The Show Cause 
Order proposed the revocation of 
Respondent’s Certificate of Registration, 
BH1292642, which authorizes him to 
dispense schedule II through V 
controlled substances as a practitioner, 
on the ground that his ‘‘continued 
registration is inconsistent with the 
public interest, as that term is defined 
in 21 U.S.C. 823(f).’’ Order to Show 
Cause at 1. The Order immediately 
suspended Respondent’s registration 
based on my conclusion that his 
continued registration during the 
pendency of the proceeding would 
‘‘constitute[] an imminent danger to the 
public health and safety.’’ Id. at 2 (citing 
21 U.S.C. 824(d)). 

More specifically, the Show Cause 
Order alleged that on April 10, 2008, 
Respondent ‘‘issued a prescription for an 
anabolic steroid, a Schedule III 
controlled substance,’’ to a patient 
without referring ‘‘to the patient’s 
medical file or conduct[ing] a medical 
examination of this patient.’’ Id. at 1. 
The Order further alleged that 
Respondent ‘‘issued the prescription 
solely because [this] patient requested 
anabolic steroids,’’ that he had 
‘‘previously issued numerous 
prescriptions for controlled substances 
to this patient,’’ and that ‘‘in some 
instances,’’ he had ‘‘accepted illicit 
drugs as payment for these 
prescriptions.’’ Id. at 1–2. The Order 
thus alleged that Respondent’s conduct 
violated 21 U.S.C. 841(a)(1) and 844. Id. 
at 2. 

Next, the Show Cause Order alleged 
that, on April 24, 2008, Respondent 
‘‘issued two prescriptions for two brands 
of anabolic steroids to another patient,’’ 
who was ‘‘a police detective acting in an 
undercover capacity,’’ and who 
‘‘presented no legitimate medical reason 
to justify the * * * prescriptions.’’ Id. at 
2. The Order alleged that neither 
Respondent, nor his staff, ‘‘perform[ed] 
any medical tests or exams on this 
patient’’ and that Respondent ‘‘stated 
that [he] would list a fictitious ailment 
in [the patient’s] medical record to 
justify [his] prescribing of anabolic 
steroids.’’ Id. The Order alleged that 
‘‘[t]hese prescriptions were not for a 
legitimate medical purpose in the usual 
course of professional practice’’ and that 
in issuing them, Respondent violated 
Florida Statute § 893.13(8)(a)(1), which 
‘‘prohibits a prescribing practitioner 
from knowingly assisting a patient in 
obtaining a controlled substance 
through deceptive, untrue, or fraudulent 
representations in or related to the 
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1 In his letter which requested a hearing, 
Respondent’s counsel also requested a continuance 
from the scheduled date of the hearing of January 
6, 2009. ALJ Ex. 3, at 1. The hearing was then 
rescheduled for February 23, 2009. See ALJ Ex. 4, 
at 2. On January 28, 2009, Respondent’s counsel 
requested a second continuance on the grounds that 
he sought the actual recordings of the transcribed 
undercover visits at issue, that he sought to depose 
the confidential informant, and that he was 
‘‘interviewing prospective expert witnesses to testify 
on the doctor’s behalf.’’ Id. at 1–2. In ruling on the 
second request for continuance, the ALJ noted that 
‘‘Respondent argued that any prejudice stemming 
from an additional continuance is suffered only by 
the Respondent.’’ ALJ Ex. 6, at 2. The ALJ therein 
canceled the February 23, 2009 hearing. Id. at 3. In 
her Prehearing Ruling of February 27, 2009, the ALJ 
rescheduled the hearing for April 28 and 29, 2009. 
ALJ Ex. 7, at 4; see also ALJ Ex. 8 (Notice of 
Hearing; Instructions (April 8, 2009)). 

2 This statute provides for disciplinary action 
against a medical doctor for ‘‘[f]ailing to keep legible 
* * * medical records that * * * justify the course 
of the treatment of the patient, including, but not 
limited to, patient histories; examination results; 
test results; records of drugs prescribed, dispensed, 
or administered; and reports of consultations and 
hospitalizations.’’ Fla. Stat. § 458.331(1)(m). 
However, as discussed below, Respondent is a 
doctor of osteopathy; his license is subject to the 
provisions of Florida Statutes Chapter 459, which 
provide grounds for disciplinary action against an 
osteopath’s license in Fla. Stat. § 459.015. 3 See 21 CFR 1308.13(c)(2)(i). 

practice of the prescribing practitioner’s 
professional practice,’’ as well as 21 
U.S.C. 841(a)(1). Id. 

Additionally, the Show Cause Order 
alleged that at the same visit, 
Respondent also prescribed 
hydrocodone to this undercover 
detective again without ‘‘obtain[ing] a 
medical history, conduct[ing] a physical 
examination, or otherwise conduct[ing] 
an evaluation of the patient in violation 
of Florida Administrative Code 
§§ 64B15–14.005(3)(a) and (f).’’ Id. The 
Order further alleged that the 
hydrocodone prescription ‘‘was not for a 
legitimate medical purpose’’ and was 
not issued ‘‘in the usual course of 
professional practice,’’ and thus violated 
both Federal law and Florida Statute 
§ 458.33(1)(q) & (t). Id. 

Finally, the Show Cause Order alleged 
that on July 24, 2008, the Broward 
County Sheriff’s Office arrested 
Respondent on two felony counts of 
assisting persons in obtaining controlled 
substances through deceptive, untrue, or 
fraudulent representations, a violation 
of Florida Statute § 893.13–8(a)(1), and 
one felony count of trafficking by 
issuing prescriptions in excessive 
quantities, a violation of Florida Statute 
§ 893.13(8)(d). Id. The Order further 
alleged that Respondent is ‘‘currently on 
pre-trial release.’’ Id. 

By letter of December 15, 2008, 
Respondent, through his counsel, 
requested a hearing on the allegations. 
ALJ Ex. 3. The matter was placed on the 
docket of the Agency’s Administrative 
Law Judges (ALJ) and set for a hearing 
on January 6, 2009. Id. Thereafter, 
Respondent’s counsel sought and was 
granted several continuances; 1 the 
hearing was finally held on April 28 and 
29, 2009, in Fort Lauderdale, Florida. 
ALJ Exs. 4–6; ALJ at 4. 

At the hearing, both parties called 
witnesses to testify and introduced 
documentary evidence. Thereafter, both 
parties filed proposed findings of facts, 
conclusions of law, and argument. 

On July 2, 2009, the ALJ issued her 
Recommended Decision (also ALJ). 
Therein, the ALJ, upon analyzing the 
public interest factors, see 21 U.S.C. 
823(f), concluded that the ‘‘continuation 
of [Respondent’s] registration would not 
be in the public interest,’’ and ‘‘that the 
preponderance of the evidence * * * 
favors revocation.’’ ALJ at 33. 

With respect to the first factor—the 
recommendation of the appropriate state 
licensing board—the ALJ found that the 
record contained ‘‘no information of any 
action being taken by the Florida 
Medical Board * * * against the 
Respondent’s medical license’’ or ‘‘any 
recommendation from the [Florida 
Medical] Board regarding the outcome 
of this proceeding.’’ Id. at 27. Likewise, 
with respect to the third factor— 
Respondent’s record of convictions for 
offenses related to controlled 
substances—the ALJ found that the 
‘‘record contains no evidence that the 
Respondent has a conviction record 
related to his handling of controlled 
substances.’’ Id. at 30. 

As to the second and fourth factors— 
Respondent’s experience in dispensing 
controlled substances and his 
compliance with applicable laws—the 
ALJ made several findings. First, she 
found that Respondent ‘‘prescribed 
controlled substances to [the undercover 
detective (UC)] to assist in pain 
management for his joint pain,’’ but that 
his ‘‘[medical] records fail to identify 
this diagnosis, and do not include the 
amount, strength, and number of refills 
of the controlled substances he 
prescribed,’’ in violation of Florida 
Statute § 458.331(1)(m).2 Id. at 27. 

Next, the ALJ found that Respondent’s 
‘‘medical record for [the UC] fails to 
have any of [the] elements,’’ such as ‘‘[a] 
complete medical history and physical 
examination * * * [and documentation 
of] the nature and intensity of the pain,’’ 
as required by Florida Administrative 
Code r. 64B15–14.005(3)(a). Id. at 27–28. 
The ALJ reasoned that even if this 
provision, which is part of Florida 
Board of Osteopathic Medicine’s 
[hereinafter, the Board] guidelines for 
the treatment of pain with controlled 
substances, does ‘‘not have the force of 
law in Florida, the fact that the 

Respondent’s medical record for [the 
UC] fails to have any of these elements 
to justify the prescribing of controlled 
substances for pain supports a finding 
that * * * Respondent is not handling 
controlled substance prescriptions and 
records in a responsible manner.’’ Id. at 
28. The ALJ also noted that the 
transcript of the UC’s ‘‘April 24, 2008 
visit does not contain any conversation 
between * * * Respondent and [the 
UC] that would support a finding that 
[he] attempted to ascertain the ‘nature 
and intensity of the pain,’ or any other 
factor listed in Section 64B15– 
14.005(3)(a), in order to justify the 
prescribing of 100 dosage units of 
Vicodin with three refills.’’ Id. 

The ALJ further found that 
‘‘Respondent recorded a history of 
osteoporosis in [the UC’s] medical 
record, while simultaneously stating 
that it was not true,’’ and that ‘‘[t]his 
chart notation was used to justify 
issuing prescriptions for two anabolic 
steroids to’’ the UC. Id. Based on this 
finding, the ALJ concluded that 
Respondent violated Florida Statute 
§ 893.13(8)(a)(1), which prohibits ‘‘a 
prescribing practitioner’’ from 
‘‘knowingly assist[ing] a patient * * * 
in obtaining a controlled substance 
through deceptive, untrue, or fraudulent 
representations in or related to the 
practice of the prescribing practitioner’s 
professional practice.’’ Id. 

Having found that ‘‘Respondent’s 
asserted belief that [the UC] had HIV 
and osteoporosis is not credible, and his 
purported diagnoses false,’’ the ALJ 
further concluded that Respondent 
‘‘knew or should have known that [the 
UC] was seeing him to obtain anabolic 
steroids for the purpose of body 
building,’’ and thus, in issuing the 
steroid prescriptions to the UC, he also 
violated the prescription requirement of 
21 CFR 1306.04(a). Id. (citing Edmund 
Chein, M.D., 72 FR 6580, 6590 (2007) 
(‘‘prescribing anabolic steroids for body 
building or strength enhancement under 
a false diagnosis is not [prescribing] for 
a legitimate medical purpose’’)). 

The ALJ further found that 
Respondent ‘‘prescribed Subutex’’ 
(buprenorphine), ‘‘a Schedule III 
controlled substance * * * approved by 
the FDA for use by authorized 
practitioners for detoxification or 
maintenance treatment,’’ 3 to a patient 
‘‘on multiple occasions to treat him for 
the effects of the other controlled 
substances [the patient] was 
consuming.’’ Id. at 28–29. Because 
Respondent did not hold a separate 
registration to prescribe ‘‘this drug for 
narcotic abuse treatment’’ as required by 
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4 Respondent has been ‘‘involved with’’ two 
organizations, Community Healthcare Center One 
and Broward House, which are community resource 
centers for patients with HIV in Broward County. 
Id.f at 413, 417–18. At the Children’s Medical 
Services Program, he helped create Broward 
County’s clinic for infectious diseases for the 
pediatric HIV population; at the Children’s 
Diagnostic and Treatment Center, he has 
volunteered one afternoon a week seeing HIV 
patients and waiving payment. Id. at 421. He has 
also been ‘‘involved with’’ the Gay and Lesbian 
Community Center, where he has given free lectures 
on topics ‘‘related to living with HIV.’’ Id. at 416. 

5 The patient had been treated by Respondent 
since at least January 2002, GX 7A, at 70; and 
initially saw Respondent for anxiety and a heart 
palpitations and explained that he was concerned 
that his heart problems were caused by his prior use 
of steroids. Tr. 31. The CI maintained that 
Respondent had told him that ‘‘if I wanted to do it 
the right way under [a] doctor’s care[,] to come see 
him. Id. 

6 Hydrocodone in combination with another 
active pharmaceutical ingredient is a Schedule III 
narcotic controlled substance. 21 CFR 
1308.13(e)(iv). Stipulated Facts, ALJ at 5. 

7 Androgen 1% is an injectable brand of 
testosterone, an anabolic steroid, a Schedule III 
controlled substance. 21 CFR 1300.01(b)(4)(lvii), 21 
CFR 1308.13(f); Stipulated Facts, ALJ at 5. 
Delatestryl is a brand of testosterone, and Testim 
1% is a brand of testosterone gel. ALJ at 5. 

8 A brand of nandrolone decanoate, an anabolic 
steroid. Tr. 170; 21 CFR 1300.01(b)(4)(xl); 21 CFR 
1308.13(f). 

9 Xanax, or alprazolam, which is a Schedule IV 
depressant controlled substance. 21 CFR 
1308.14(c)(1); Stipulated Facts, ALJ at 5. 

21 U.S.C. 823(g), and ‘‘was admittedly 
not authorized by the DEA to prescribe 
this substance for this purpose,’’ the ALJ 
concluded that Respondent ‘‘clearly 
violated the Controlled Substances Act.’’ 
Id. at 29. Ultimately, the ALJ concluded 
that under these two factors, ‘‘the 
preponderance of the evidence weighs 
against allowing Respondent to 
maintain his DEA registration.’’ Id. at 
29–30. 

As to the final factor—such other 
conduct which may threaten the public 
health and safety—the ALJ explained 
that ‘‘[t]he gravamen of this case is the 
Respondent’s lack of candor, in both his 
recordkeeping and in his testimony 
before this tribunal, as well as his 
apparent lack of appreciation for the 
serious responsibilities of a DEA 
registrant.’’ Id. at 30. Noting that 
‘‘Respondent falsely entered 
‘osteoporosis’ as a diagnosis in [the 
UC’s] medical record,’’ and ‘‘then 
testified under oath that he genuinely 
believed his diagnosis to be true,’’ the 
ALJ found—based on the transcript of 
the April 24 undercover visit—that ‘‘this 
testimony lacked credibility.’’ Id. The 
ALJ thus concluded that this ‘‘lack of 
candor further supports [the] conclusion 
that revocation of Respondent’s 
registration is appropriate.’’ Id. 

The ALJ further noted that 
Respondent had ‘‘issued the 
prescriptions for anabolic steroids 
notwithstanding the fact that he had no 
test results to support his purported 
diagnosis of osteoporosis, and despite 
his admission that such test results 
would determine whether or not his 
basis for issuing the prescriptions was 
valid.’’ Id. at 31. The ALJ thus 
concluded that ‘‘Respondent’s attitude 
toward prescribing controlled 
substances under these circumstances 
* * * was so cavalier as to create a 
substantial risk of diversion’’ and that 
‘‘Respondent’s conduct therefore falls 
below the level of responsibility 
expected of a DEA registrant.’’ Id. Thus, 
under the fifth factor, the ALJ found that 
‘‘the preponderance of the evidence 
* * * supports a conclusion that 
continuation of [Respondent’s] DEA 
registration would not be in the public 
interest.’’ Id. 

Having concluded that the 
Government had made out a prima facie 
case for revocation, the ALJ turned to 
whether Respondent had ‘‘accept[ed] 
responsibility for his misconduct’’ and 
demonstrated that his misconduct 
would not recur. Id. at 32. The ALJ 
noted that Respondent had refused the 
UC’s request for a prescription for HGH 
and had declined the UC’s request to 
refer other persons, stating that he 
would not ‘‘usually’’ prescribe to men 

who were seeking anabolic steroids for 
body building. Id. However, the ALJ 
also found that ‘‘[i]nstead of admitting 
his mistake in prescribing steroids for 
[the UC] and presenting evidence to 
reassure [the Agency] that he would 
cease this practice, * * * Respondent 
chose to build upon the falsifications.’’ 
Id. at 33. Concluding that Respondent 
had failed ‘‘to take responsibility for his 
past misconduct, and [had] fail[ed] to 
provide assurances regarding his future 
conduct,’’ the ALJ concluded that 
Respondent’s registration should be 
revoked. Id. 

Neither party timely filed exceptions 
to the ALJ’s decision, which were due 
no later than July 27, 2009. On July 30, 
2009, the ALJ forwarded the record to 
me for final agency action. Thereafter, 
on September 3, 2009, Respondent filed 
exceptions. However, because 
Respondent’s exceptions were filed out- 
of-time, I have not considered them. 

However, I have considered the rest of 
the record in its entirety including 
Respondent’s brief containing his 
proposed findings of fact and 
conclusions of law. Having done so, I 
adopt the ALJ’s findings of fact and 
conclusions of law except as specifically 
noted herein. I further adopt both her 
ultimate conclusion that Respondent’s 
continued registration is inconsistent 
with the public interest and her 
recommendation that Respondent’s 
registration be revoked. I make the 
following findings. 

Findings of Fact 

Respondent is a doctor of osteopathic 
medicine, and is board-certified in 
family practice. Tr. 408–09. At the time 
of the hearing, Respondent had 
practiced as a general practitioner in 
Broward County, Florida for 
approximately 211⁄2; years.4 Tr. 408–09. 

Respondent is also the holder of DEA 
Certificate of Registration, BH1292642, 
which authorizes him to dispense 
controlled substances as a practitioner 
in schedules II through V. GX 1. 
According to the certificate, 
Respondent’s registration was to expire 
on October 31, 2008. Id. However, on 
September 18, 2008, Respondent filed a 

renewal application. GX 2. In 
accordance with the Administrative 
Procedure Act and DEA regulations, I 
find that Respondent’s registration 
remains in effect (albeit in suspended 
status) pending the issuance of the Final 
Order in this matter. See 5 U.S.C. 558(c); 
21 CFR 1301.36(i). 

In February of either 2006 or 2007, 
one of Respondent’s patients was 
arrested by an officer with the 
Hollywood, Florida police department 
and charged with the state law offense 
of trafficking in hydrocodone. Tr. 123. 
At the time of his arrest, the patient had 
in his possession 150 tablets of a 
controlled substance containing 
hydrocodone, which he had obtained 
through a prescription issued by 
Respondent.5 Id. at 23, 25, 75. In either 
December 2007 or January 2008, the 
patient, who was facing a lengthy prison 
sentence, accepted a plea bargain under 
which he entered into a ‘‘substantial 
assistance agreement’’ with the Broward 
County, Florida Sheriff’s Office and 
became a confidential informant (CI). Id. 
23, 27, 87, 364. 

Thereafter, the CI told the authorities 
that Respondent had prescribed 
hydrocodone,6 testosterone,7 Deca- 
Durabolin,8 and Xanax 9 for him. Id. at 
27. While the CI testified that 
Respondent had legitimately treated 
him for anxiety and had referred him to 
several specialists for heart and joint 
issues, Respondent also gave him 
prescriptions for anabolic steroids. Id. at 
28–29. According to the CI, he initially 
obtained the steroid prescriptions ‘‘just 
because I asked him for them,’’ id. at 29, 
and did so at either the second or third 
visit after his initial visit. Id. at 31. 
However, ‘‘after awhile [the CI’s] body 
was [not] producing enough 
testosterone’’ and ‘‘it became medically 
necessary to have some testosterone.’’ Id. 
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10 Percocet is a combination oxycodone product. 
Oxycodone is a Schedule II narcotic controlled 
substance. 21 CFR 1308.12(b)(1)(xiii); Stipulated 
Facts, ALJ at 5. 

at 29. According to the CI, when he 
asked for the steroid prescriptions, 
Respondent did not hesitate to prescribe 
them. Id. at 30. 

According to the CI, Respondent 
prescribed the anabolic steroids ‘‘off and 
on,’’ and the CI made the decision as to 
when to cycle on, and off of, the drugs. 
Id. at 32, 34. The CI also testified that 
Respondent wrote him a prescription for 
Human Growth Hormone (HGH) 
because he asked for it, id. at 35, as well 
as prescriptions for Percocet 10 for his 
knees; Respondent subsequently 
referred the CI to an orthopedist who 
diagnosed him as having ‘‘a slight torn 
meniscus.’’ Id. at 34–35. Finally, the 
record also establishes that Respondent 
wrote the CI at least twenty-six 
prescriptions for Subutex 
(buprenorphine), a schedule III 
controlled substance, as well as 
prescriptions for both Testim and 
Androgel, which are gel forms of 
testosterone and also a schedule III 
controlled substance. See GX 7C, at 1– 
3, 5–6, 9–10, 14–15, 18–19, 22–23, 30– 
32, 37, 61–62, 64, 66, 71, 78, 83–84, 87– 
90, 95–96, 105–06 (Subutex Rxs); id. at 
2, 24, 31, 33, 62, 67, 81, 82 (Testim and 
Androgel Rxs). 

The CI’s medical record (GXs 7A & 
7D) contains various documents 
including blood tests, radiology reports, 
as well as evaluations by specialists 
including an orthopedist, cardiologist, 
and endocrinologist. See GX 7A, at 60 
(orthopedist’s report); 65–69 
(cardiologist’s report); GX 7D, at 13–14 
(endocrinologist’s report). The medical 
record contains ample evidence 
(including blood tests and 
endocrinologist’s report) establishing 
that the CI had low testosterone levels 
and had been diagnosed with 
hypogonadism, which was caused by 
the presence of a small tumor (adenoma) 
on his pituitary gland. Id. at 444–455; 
GX 7A, at 9, 13–14; GX 7D, at 1, 3–4, 
7–12, 16–18, 21, 25, 39–41, 43–49, 54– 
57; GX 7D, at 13–14. In its brief, the 
Government does not challenge the 
medical appropriateness of any of the 
controlled substance prescriptions 
Respondent wrote for the CI with the 
exception of an April 10, 2008 
prescription for Testim, and his 
prescribing of Subutex. See Gov. Br. at 
8–9; 31–35. 

As for the Subutex prescriptions, 
Respondent testified that after the CI 
told him that he had also been going to 
a pain clinic (run by a Dr. Weed) to 
obtain additional quantities of narcotics 

and ‘‘had actually been taking much 
higher quantities of narcotics that I had 
suspected [and] had been doing this for 
quite some time,’’ he recommended that 
the CI ‘‘see a psychiatrist who 
specializes in detox patients.’’ Tr. 486. 
While Respondent was ‘‘not sure’’ as to 
whether the CI went to this doctor ‘‘or 
another detox specialist,’’ the CI went 
back to Respondent, showed him the 
Subutex prescription and apparently 
other documents showing that he had 
seen the detox specialist ‘‘a couple of 
times.’’ Tr. 486, 488. The CI told 
Respondent said that the Subutex ‘‘was 
working well for him,’’ but complained 
that the detox specialist charged ‘‘$250 
or $275 a visit, insisted on seeing [the 
CI] every month, and would not accept 
his’’ insurance. Id. at 488. Respondent 
then agreed to write Subutex 
prescriptions for the CI. Id. As found 
above, the CI’s patient file indicates that 
between November 16, 2004, and April 
10, 2008, Respondent authorized at least 
twenty six prescriptions for Subutex. 
See generally GX 7C, at 1–3, 5–6, 9–10, 
14–15, 18–19, 22–23, 30–33, 37, 61–62, 
64, 66, 71, 78, 83–84, 87–90, 95–96, 
105–06; GX 7D, at 19 & 33. 

In his testimony, Respondent 
maintained that he was unaware until 
‘‘only recently’’ that there was a special 
course that he had to take to prescribe 
Subutex, that he did know exactly when 
this requirement ‘‘went into effect,’’ and 
that he was unsure as to whether the 
course was required at the time he wrote 
the CI’s prescriptions. Id. at 488–89. He 
also maintained that no pharmacist had 
told him that he needed a special 
registration to prescribe Subutex for 
detoxification. Id. at 488–89. 

The ALJ observed that ‘‘the 
Government presented no expert 
medical testimony to suggest that the 
Respondent’s treatment of [the CI] was 
inappropriate.’’ ALJ at 9. She therefore 
‘‘decline[d] to make any specific 
findings concerning the legitimacy of 
Respondent’s treatment decisions in 
[the CI’s] case.’’ Id. at 9 n. 5. As noted 
above, the ALJ did, however, find that 
Respondent violated Federal law by 
prescribing Subutex to the CI. ALJ at 
28–29. 

Pursuant to his substantial assistance 
agreement, the CI agreed to introduce a 
Detective from the Broward County 
Sheriff’s Office to Respondent. Tr. 39. 
Accordingly, the CI phoned Respondent 
and left a message in the latter’s 
personal voicemail indicating that he 
would be dropping by Respondent’s 
office and bringing a friend that he 
wanted to refer to him. Id. at 38, 39, 40. 
The CI testified that he did not make 
any further phone calls to Respondent. 
Id. at 40. Furthermore, according to the 

Detective, the CI was required to report 
any contact he had with Respondent, 
and the Detective stated that he believed 
the CI would have reported any such 
contact. Tr. 374. Moreover, had the CI 
otherwise contacted Respondent and 
not reported it, the CI would have 
violated the substantial assistance 
agreement. Id. at 371. 

In his testimony, Respondent asserted 
that either ‘‘a few days,’’ or ‘‘a few 
weeks’’ before April 10, 2008, 
Respondent and the CI talked on the 
phone for some five to ten minutes 
regarding the friend’s alleged medical 
issues. Id. at 493–94, 531. However, on 
cross-examination, Respondent testified 
that the call could have taken place on 
April 10, 2008. Tr. 530. Respondent’s 
recollection was that the conversation 
occurred when he answered the CI’s 
phone call. Id. at 531. 

Respondent maintained that during 
this conversation, the CI told him that 
his friend experienced problems with 
fatigue and that he had a ‘‘history of 
* * * joint pain, shoulder problems 
with surgery, fractures in his back, etc., 
and that he was, his workout partner 
* * * and that he felt he would benefit 
from the same testosterone therapy and 
the steroids that he was taking.’’ Id. at 
494. 

In his testimony, Respondent claimed 
that he told the CI that there was a 
‘‘difference’’ between him and his friend 
because ‘‘You [the CI] have a medical 
reason * * * to be on testosterone 
replacement therapy [and] I can’t just 
prescribe this for a patient who wants 
it.’’ Id. at 494–95. According to 
Respondent, the CI ‘‘continued to badger 
me,’’ and asked: ‘‘Well, couldn’t we put 
down something else as a diagnosis?’’ Id. 
Respondent maintained that he 
answered: ‘‘No, that’s not the way this 
works. This is a controlled substance 
and I need to document why it’s being 
used.’’ Id. 

Respondent asserted that the CI then 
told him that his friend was HIV 
positive, that he ‘‘had a serious problem 
maintaining [his] weight [and] with 
fatigue and weakness,’’ and that he was 
in paramedic training and needed to 
‘‘beef up’’ to complete it. Id. Respondent 
testified that he thought it ‘‘was 
admirable’’ that the CI’s friend had 
decided not to go on disability and 
collect Medicaid or work under the 
table. Id. at 495–96. On cross- 
examination, however, Respondent 
acknowledged that the CI had not said 
when his friend was diagnosed with 
HIV or by whom. Id. at 532. Nor did he 
discuss what treatment the CI’s friend 
was receiving for HIV. Id. at 533. 

According to Respondent, he ‘‘felt a 
little bit of compassion’’ on hearing that 
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11 See, e.g., Tr. 495 (‘‘I can’t just prescribe this 
[testosterone] for a patient who wants it.’’); (‘‘This 
is a controlled substance and I need to document 
why it’s being used.’’) 

12 At the second visit, Respondent, after looking 
at charts filled out by the Detective, asked: ‘‘what 
was the shoulder, rotator cuff?’’ GX 10, at 8. He then 
asked the Detective: ‘‘Any other problems other than 
the shoulder?’’ Id. at 10. Notably, he did not ask the 
Detective any questions about the purported 
fractures. 

13 On July 24, 2008, the Broward County Sheriff’s 
Office executed a search warrant at Respondent’s 
office and seized the medical records. Tr. 321–22. 

14 The ALJ found credible Respondent’s 
testimony that lipodystrophy is a sign of HIV status. 
ALJ at 16. However, the record contains no 
evidence establishing whether the UC actually has 
deep lines on his face. Moreover, according to the 
UC’s patient file, on April 24, 2008, the UC was 
measured as being 5 feet, 10 inches tall and 
weighing 182 pounds. The UC’s height and weight 
do not appear consistent with that of a person who 
has a slight build. 

the CI’s friend ‘‘was HIV positive,’’ but 
he ‘‘reiterated’’ that ‘‘[a]nabolic steroids 
are out of the question unless there is a 
medical reason.’’ Id. at 496. Respondent 
further claimed that the CI told him that 
his friend was ‘‘really touchy about’’ his 
being HIV positive and did not want 
anyone to know because they would 
think that he was either gay or an ‘‘IV 
drug addict.’’ Id. Respondent next 
asserted that the CI had said that he 
[Respondent] could not tell his friend 
that the CI had told him about the 
friend’s HIV positive status. Id. 

Respondent then testified that he 
asked the CI to ‘‘tell [him] more about 
these fractures [the friend] had’’ and that 
the CI related that his friend had 
fractured his shoulder and two 
vertebrae. Id. at 497. Respondent 
maintained that based on this 
information he concluded that the CI’s 
friend ‘‘may have some bone loss’’ and 
‘‘some osteoporosis.’’ Id. Respondent 
then asserted that he told the CI that if 
he could ‘‘establish that as a diagnosis, 
then I can at least justify giving him a 
prescription and then when he comes 
back to see me for [a] follow up[,] I will 
try to get him to admit that he knows 
that he’s HIV positive and proceed with 
the appropriate testing.’’ Id. Finally, 
Respondent asserted that he discussed 
with the CI that the latter’s friend did 
not have insurance and that there would 
be ‘‘cost issues’’ as to whether he ‘‘could 
do all the testing on him like the bone 
density study to show that he had 
osteoporosis.’’ Id. 

The ALJ found it unnecessary to make 
a specific finding as to whether the 
phone conversation—as testified to by 
Respondent—took place. ALJ at 12 n.12. 
However, as ultimate factfinder, I reject 
Respondent’s testimony pertaining to 
the conversation in its entirety. See 5 
U.S.C. 557(b); Reckitt & Colman, Ltd., v. 
DEA, 788 F.2d 22, 26 (DC Cir. 1986). I 
do so for the following reasons: (1) I 
accept the CI’s testimony that the only 
call he made involved his leaving a 
voice mail message noting that the 
Detectives testified that the CI made 
only one call and that if the CI had 
made another a call and had not notified 
the Detectives, he would have violated 
the assistance agreement and could have 
received substantial prison time; (2) in 
his testimony, Respondent gave three 
possible dates (or ranges of) for when 
the conversation took place including a 
few weeks before, a few days before, or 
on the day that the visit actually 
occurred; (3) other evidence in the case 
(which is discussed below) showed that 
Respondent falsified medical records, 
thus casting serious doubt on his 
truthfulness as a witness; (4) much of 
Respondent’s testimony regarding the 

phone call is patently self-serving and 
implausible;11 and (5) during the 
Detective’s two visits, Respondent never 
questioned the Detective (despite his 
elaborate story regarding his reason for 
diagnosing the Detective as having 
osteoporosis) about the purported 
fractures of the Detective’s shoulder and 
two back vertebrae.12 See ALJ at 31; see 
also GXs 9 & 10. 

On April 10, 2008, the CI and the 
Detective, who used the name ‘‘Bill Rix,’’ 
[hereinafter, either ‘‘Rix’’ or ‘‘UC’’] went 
to Respondent’s office; the UC wore a 
wire, and the entire visit was tape- 
recorded and transcribed. Id. at 132; see 
GX 9. The CI introduced Bill Rix to 
Respondent, and indicated that Rix was 
looking for a doctor. Tr. 39, 125. 

At the visit, the CI complained of a 
swollen gland. GX 9, at 2. Respondent 
examined his neck and wrote him a 
prescription for an antibiotic, 
Augmentin. Id. at 2–3; GX 5, at 1. The 
CI then asked whether Respondent had 
‘‘any more samples * * * of Andro Gel.’’ 
GX 9, at 4. Respondent asked the CI 
‘‘[w]hich one’’ he took? The CI 
responded: ‘‘Testim.’’ Id. at 4. 
Respondent then gave the CI a coupon 
for a debit card that gave a $40 discount 
off of each monthly co-pay for the drug 
for a year, id. at 4–5, and wrote him a 
prescription for Testim 1%, a brand of 
testosterone gel, which is an anabolic 
steroid and schedule III controlled 
substance. GX 5, at 2; Stipulated Facts, 
ALJ at 5. Respondent did not document 
the April 10, 2008 visit in the CI’s 
medical record.13 Tr. 181–82; GX 7A–D. 

At the April 10 visit, the UC (after 
indicating that he did not have 
insurance) stated that he had ‘‘had 
shoulder surgery,’’ that his joints were 
‘‘shot,’’ that ‘‘everything’’ hurt, that he 
was ‘‘just losing strength and * * * 
getting older,’’ and that he wanted to 
‘‘get the physical done * * * and just 
see what [his] body’s doing.’’ GX 9, at 9– 
10. When Respondent mentioned 
getting blood tests done, the UC 
indicated that he did not want blood 
work done, asked if it ‘‘that [was] 
necessary,’’ and stated that he was ‘‘just 
worried about [his] joints.’’ Id. at 10. 
Respondent then asked the UC if he 

thought ‘‘anything is bad like you’re 
going to need x-rays or an MRI scan or 
anything like that?’’ Id. The UC 
answered ‘‘no,’’ and that he did not 
‘‘think so.’’ Id. 

In his testimony regarding the April 
10 visit, Respondent alleged that he 
made his diagnosis in part that day 
because Bill Rix had ‘‘a slight figure’’ 
and ‘‘ha[d] very deep lines on either side 
of his face. That to me is a sign of 
lipodystrophy * * * when he smiled 
and I saw these deep indentations in 
either side of his face, it just 
corroborated for me that this guy * * * 
not only is * * * definitely HIV 
positive but that he’s had some 
problems with muscle wasting and fat 
loss and muscle loss.’’ 14 Tr. 499, 571. 

Regarding the April 10 visit, 
Respondent also testified that the 
fatigue and joint pain of which the UC 
complained would be consistent with 
osteoporosis. Tr. 510; RX 13. While 
Respondent testified that in normally 
evaluating a patient’s complaint of 
fatigue he would conduct blood tests to 
check a patient’s testosterone level, Tr. 
510, at neither of the UC’s visits did 
Respondent require the UC to undergo 
a blood test. See GXs 9 & 10. According 
to Respondent, this was because the UC 
had indicated he did not want them. Tr. 
510. 

At the April 24th visit, the UC first 
completed several forms for the patient 
file, including one in which he provided 
his ‘‘Patient Information,’’ one for his 
‘‘Adult Health History,’’ and one in 
which he provided his consent ‘‘to 
undergo all necessary tests * * * and 
any other procedure required in the 
course of study, diagnosis, and 
treatment of’’ his condition. GX 8, at 6– 
7, 9–11, 13–14; GX 10, at 1; Tr. 184–188. 
On the ‘‘Patient Information’’ form, the 
UC indicated that he was ‘‘self- 
employed’’ and not that he was training 
to become a paramedic. GX 8, at 6. On 
the medical history form, the UC 
indicated that he was sexually active 
with more than one female partner, that 
he drank four to five times per week, 
and that he smoked marijuana 
‘‘socially.’’ GX 8, at 11. He also indicated 
that the purpose of his visit was 
‘‘Fatigue/Muscle Loss,’’ and that he had 
undergone shoulder surgery in ‘‘02.’’ Id. 
at 10. The UC did not, however, indicate 
that he had a history of any other 
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15 On June 20, 2005, the Florida Department of 
Health ordered the emergency suspension of 
Powermedica’s state pharmacy permit following a 
joint investigation by the Food and Drug 
Administration and the Broward County Sheriff’s 
Office. Powermedica eventually surrendered its 
state permit and DEA registration. See 
Wonderyears, Inc., 74 FR 457458 (2008). 

16 In his testimony, Respondent asserted that his 
comment that he was ‘‘using this diagnosis [of 
osteoporosis] to cover my ass’’ was just a flippant 
and stupid comment which he made to try to get 

the UC to trust him so that he would admit that he 
had HIV. Tr. 515. The ALJ did not find 
Respondent’s story persuasive. See ALJ at 17. Nor 
do I given that the comment was not some offhand 
remark but a prelude to Respondent’s further 
explanation that he was going to write down the 
osteoporosis diagnosis in the UC’s chart so that if 
‘‘the State ever comes in to monitor my charts * * * 
I have a reason for prescribing you testosterone and 
Deca.’’ GX 10, at 18. Moreover, while the comment 
may have been flippant and stupid, in that it was 
made to an undercover officer who was wearing a 
wire, it is nonetheless probative of Respondent’s 
intent. 

17 Following a discussion of the counterfeiting of 
prescription drugs and the implementation of a 
drug tracking system to protect consumers, 
Respondent started discussing the ordering of drugs 
from Canada. GX 10, at 32. Respondent stated that 
he did not ‘‘know how that works,’’ and ‘‘that’s why 
I ask whoever comes [in] how did you get the stuff 
you’re getting before without a prescription.’’ Id. 
Respondent then noted that a patient ‘‘had a doctor 
who was pulling a little scam.’’ Id. at 33. After the 
UC interjected: ‘‘Oh, I don’t know where it’s coming 
from,’’ Respondent stated: ‘‘He [the doctor] was 
treating you and giving it to you without ever 
actually meeting you or examining you.’’ Id. 
Respondent then added: ‘‘Which is not really 
appropriate[.] I’m sure he lost his license in the 
process.’’ Id. 

conditions such as the purported 
fractures of his shoulder or vertebrae. Id. 

On cross-examination, Respondent 
testified that he does not usually read 
the ‘‘demographic’’ portion of the forms 
his patients complete (where the UC 
had indicated that he was self- 
employed), and that he reads only the 
medical history. Tr. 560. Respondent 
further maintained that he was 
‘‘operating on the assumption that this 
man w[i]ll be trying to use my medical 
records to reflect a normal physical 
within reason so that he could get a job 
as a paramedic,’’ notwithstanding that at 
no time during the visit did the UC 
indicate that he was in training for a 
paramedic position. Id. at 559, 564–65. 
He also maintained that he believed that 
Bill Rix had been infected with HIV 
since 2002. Id. at 561–62. 

Upon entering the exam room, 
Respondent recognized the UC and 
asked him if he had been with the CI 
‘‘the other week, right?’’ GX 10, at 8. 
After the UC answered affirmatively, 
Respondent asked him: ‘‘What was the 
shoulder, rotator cuff?’’ Id. The UC 
mentioned ‘‘Mumford,’’ an apparent 
reference to a surgical procedure, but 
then stated that he had no problems 
other than aging, losing strength, and 
aching joints. Id. at 9–10. 

The UC then complained that things 
were different when he could get 
Winstrol and Testosterone Enthanate, 
which are both anabolic steroids, 
through Powermedica, a pharmacy 
which arranged for persons to get 
prescriptions which were written by 
doctors who never saw the persons for 
whom they prescribed.15 Id. The UC also 
related that he had gone to 
Powermedica ‘‘one day to pick up my 
order and there were cops everywhere.’’ 
Id. 

After discussing the side effects of 
HGH, the UC told Respondent that he 
had used Deca Durabolin ‘‘back in 
college’’ when he ‘‘played college 
baseball.’’ Id. at 12. Respondent stated it 
was ‘‘too bad they stopped making’’ 
Deca. Id. When the UC expressed 
surprise at this, Respondent indicated 
that ‘‘we can still get [Deca] at Comcare 
Pharmacy[.] [T]hey’re compounding 
their own.’’ Id. 

After discussing some of the side 
effects of using anabolic steroids and 
how these substances are metabolized, 
Respondent noted that Deca provided 

‘‘more bang for your buck’’ than other 
steroids. Id. at 12–14. Respondent 
advised the UC that while there was an 
‘‘association’’ between Deca and necrosis 
of the hip, he ‘‘would have no problem 
prescribing it for anybody’’ and that 
necrosis was caused by using too much. 
Id. at 14. 

Respondent then advised the CI that 
Deca was the ‘‘safest one as far as your 
liver is concerned,’’ and ‘‘you get good 
results with it especially when you 
combine it with testosterone,’’ but that 
‘‘you just have to combine it with 
testosterone cause if you just start using 
the Deca[,] [its] chemical structure is 
very similar to testosterone so your body 
sees it as testosterone.’’ Id. ‘‘So if you 
start injecting all that extra Deca[,] your 
own testosterone production is going to 
drop.’’ Id. at 15. Respondent then told 
the CI that ‘‘you really have to combine 
the two together,’’ (Deca and 
testosterone) and ‘‘that’s not a problem 
cause’’ ‘‘injectable testosterone is cheap 
and they’re both oil base[d] so you can 
put it in the same syringe and you’re 
done.’’ Id. Respondent did advise the UC 
that he would need to get a liver 
function test ‘‘every two to three 
months’’ that he took the steroids. Id. 

The CI then told Respondent that ‘‘all 
I’m concerned with’’ is ‘‘I need to get 
strong again.’’ Id. at 16. Respondent then 
asked the CI: ‘‘What was the blood work 
that you last had done or anything?’’ Id. 
The CI answered: ‘‘it was about two 
years ago.’’ Id. Upon being asked by 
Respondent if he ever ‘‘had any liver 
enzyme problems?,’’ the CI answered 
‘‘No,’’ and added that ‘‘actually,’’ his 
‘‘testosterone levels [were] high.’’ Id. 

After discussing the relative effects of 
testosterone (which would improve his 
strength) and Deca (which would give 
him more size), Respondent declared: 
‘‘Just to cover my ass I’m going to put 
down you got a history of osteoporosis.’’ 
Id. at 17. Respondent then explained 
that ‘‘[i]t’s just brittle bones, it’s common 
actually * * * in women after 
menopause but men do get it who have 
low testosterone levels.’’ Id. The UC 
then asked Respondent: ‘‘Do you want 
me to say my Mom or Dad had it?’’ Id. 
Respondent answered ‘‘No,’’ and the UC 
stated: ‘‘Okay.’’ Id. 

Respondent then stated: ‘‘Just so that 
you know when I write osteoporosis it 
has nothing to do with you[,] it just has 
to do if the State ever comes in to 
monitor my charts that I have a reason 
for prescribing you testosterone and 
Deca.’’ 16 Id. at 18. After discussing 

osteoporosis, Respondent advised the 
UC that ‘‘at some point down the road 
you should get your liver enzymes 
checked[,] not now because you know 
you haven’t been on anything.’’ Id. 
Respondent then advised the UC how 
often he should get his liver enzymes 
tested, how to cycle on and off of the 
testosterone, and how to come off of it 
without losing his strength gains. Id. at 
19–20. Respondent added: ‘‘we’re 
looking to get you to the upper limits of 
normal[,] not Lyle Alzado[’]s brain 
tumor.’’ Id. at 21. 

Respondent and the UC next 
discussed what drug he could take for 
joint pain. Id. at 21–23. Respondent 
recommended several drugs including 
anti-inflammatories such as Ibuprofen 
and Naproxen, narcotics such as 
Vicodin or Percocet, and Celebrex (if he 
had a sensitive stomach, but which cost 
$240 for thirty pills). Id. at 24. The UC 
then noted that a Vicodin prescription 
cost only $13 dollars at a local 
pharmacy while ‘‘everyone [is] talking 
about how much OxyContin is.’’ Id. 

Respondent then apparently wrote out 
various prescriptions as the UC asked if 
there was ‘‘[a]ny particular place you 
want me to give these to?’’ Id. at 25. 
Respondent recommended Comcare, the 
same pharmacy he had referred to 
earlier as compounding Deca Durabolin, 
and indicated that they had three 
offices. Id. at 25–26. Respondent further 
noted that ‘‘most of the pharmacists’’ at 
Comcare knew him, and added: ‘‘they’re 
nice guys so you won’t have a problem.’’ 
Id. at 27.17 

Later, the UC asked whether he could 
refer ‘‘a couple close friends.’’ Id. at 34. 
Respondent initially responded that he 
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18 The ALJ reasoned that because ‘‘the record 
contains no expert medical testimony or any other 
evidence which demonstrates that the Respondent’s 
treatment of [the UC] in this area was not for a 
legitimate medical reason or outside the course of 
professional practice,’’ the preponderance of the 
evidence did not indicate that this prescription was 
invalid. ALJ at 22. For reasons explained in the 
discussion section of this decision, I conclude 
otherwise. 

didn’t ‘‘normally’’ take on such persons, 
and while he would ‘‘do this’’ for the CI, 
‘‘this is not my thing.’’ Id. Respondent 
stated that he knew ‘‘a lot about steroids 
cause [he] did them in college’’ and had 
‘‘learned the hard way how to do them.’’ 
Id. at 34–35. Respondent then added 
that the CI ‘‘has a deficiency where he 
doesn’t make enough * * * of a certain 
hormone’’ and thus had a ‘‘medical 
reasons for doing it.’’ Id. at 35. After the 
UC stated, ‘‘That’s why I asked you,’’ 
Respondent replied: ‘‘That’s not a 
problem but it’s not my thing to do 
this.’’ Id. Respondent then said that he 
would be willing to prescribe to the 
UC’s friends if they were HIV positive 
because ‘‘three quarters of men with HIV 
disease are low in testosterone’’ and 
there is research showing that ‘‘normal 
or elevated testosterone levels actually 
help the immune system.’’ Id. at 36. 
Respondent added that while he was 
willing to help HIV patients, ‘‘for guys 
who are just looking for body building 
and stuff like that I don’t usually do.’’ 
Id. at 36. 

The record shows that during the 
visit, Respondent wrote Bill Rix five 
prescriptions, including three for 
controlled substances. Specifically, 
Respondent wrote for: 100 tablets of 
Vicodin ES, with three refills; 18 5 cc’s 
of nandrolone decanoate, with three 
refills; and 10 cc’s of testosterone 
cipionate, with three refills. GX 6. 
Respondent also wrote Rix a 
prescription for 30 syringes with five 
refills and one for ibuprofen. GX 6; 
Stipulated Facts, ALJ at 5. 

As the ALJ noted, ‘‘[t]he assessment 
notes in [the UC’s] medical chart were 
incomplete, and did not include the 
specific prescriptions the Respondent 
issued to [the UC].’’ ALJ at 14; see also 
GX 8, at 5 (sheet for listing prescriptions 
for both legend and over-the-counter 
drugs which is blank). More 
specifically, while the form Respondent 
used to indicate the patient’s complaint, 
history, physical exam, assessment and 
treatment plan, indicates that he 
diagnosed Rix with ‘‘osteoporosis’’; 
consistent with the transcript of the 
visit, there are no findings to support 
the diagnosis. Likewise, there are no 
findings to support a diagnosis of joint 
pain or low testosterone and neither 
condition is documented in the 
‘‘assessment’’ section of the form. 

The ALJ also noted that Respondent 
did not ask ‘‘for a copy of the results of 
any of [the UC’s] prior blood tests or 
order[] new blood tests prior to 
prescribing testosterone.’’ ALJ at 15. 
And, as the transcript of the visit make 
clear, at no point did the UC indicate 
that he had a history of shoulder and 
vertebral fractures, and Respondent did 
not question the UC regarding the 
purported condition. See id. at 18–19. 

In his testimony, Respondent 
nonetheless maintained that he did a 
full physical exam on the UC (except for 
checking his prostate), Tr. 570, and that 
he had actually ‘‘found signs of 
lipodystrophy’’ even though there is no 
such documentation in UC’s chart. Id. at 
580. In his testimony, Respondent stated 
that the form was incomplete because 
his nurse came in to the exam room and 
said ‘‘that a patient was about to leave 
if I didn’t get in there right away.’’ Id. 
However, he intended to write down 
‘‘history of osteoporosis second to 
hypogonadism [low testosterone]’’ at the 
‘‘little pound sign [which] is [his] 
indication for a diagnosis.’’ Id. 

Respondent may well have intended 
to write this down. However, given that: 
(1) The transcript of the visit clearly 
shows that Respondent told the UC that 
he was writing down osteoporosis 
simply to ‘‘cover my ass’’ in the event 
the State inspected his records; (2) he 
never questioned the UC about any of 
the purported fractures; (3) he had been 
told by the UC that when he was last 
tested he had high testosterone levels; 
and (4) he had been told by the UC that 
he had previously obtained steroids 
illegally, writing down the additional 
information would not make the 
diagnosis any less fraudulent. 

Regarding his ‘‘diagnosis’’ of the UC, 
Respondent testified that ‘‘[i]n [his] 
mind, Bill Rix had osteoporosis.’’ Id. at 
597. Thus, ‘‘in [his] mind, that was not 
a false diagnosis.’’ Id. at 593. On cross- 
examination, Respondent admitted, 
however, that he would not ‘‘find out 
whether this [sic] testosterone 
prescriptions that [he] issued were 
medically valid’’ until three months 
later, after the UC underwent a blood 
test. Id. at 604. Moreover, the ALJ 
specifically found incredible 
Respondent’s testimony that he 
genuinely believed that the UC had 
osteoporosis, noting his statement 
during the UC’s April 24 visit. ALJ at 19 
(quoting GX 10, at 17–18) (‘‘Just to cover 
my ass I’m going to put down you got 
a history of osteoporosis. * * * [W]hen 
I write osteoporosis it has nothing to do 
with you[.] [I]t just has to do if the State 
ever comes in to monitor my charts that 
I have a reason for prescribing you 

testosterone and * * * [Deca].’’) I agree 
with the ALJ’s credibility determination. 

Finally, in his testimony, Respondent 
stated that ‘‘[i]n [his] mind, everything 
[the UC] said was legitimate because I 
had already the knowledge that he was 
HIV and he did show signs of it.’’ Tr. 
503. Furthermore, he was ‘‘trying to 
develop a rapport with this man. I was 
trying to get him to trust me * * * to 
get him to eventually admit to me that 
he knew he was HIV positive.’’ Id. at 
505. Respondent maintained that he had 
lied to the UC about having used 
steroids in college because he ‘‘wanted 
to develop a rapport that ‘Hey, he’s a 
cool guy.’ [The UC] was telling me he 
used steroids in the past, I wanted him 
to think I was a sympathetic ear.’’ Id. at 
511. 

The ALJ did not address whether she 
found this testimony credible. However, 
I note that this testimony flows from 
Respondent’s claim, which I find is not 
credible, that the CI had told him in a 
telephone call prior to the UC’s visit 
that the UC was HIV positive. Moreover, 
at no point did Respondent order a 
blood test to verify the UC’s purported 
condition. Finally, while Respondent 
testified that he believed that the UC 
had been infected with HIV since 2002, 
id. at 562, Respondent did not discuss 
with the UC what doctors he had 
previously seen and offered no evidence 
that he had attempted to obtain the UC’s 
medical records. In short, he did 
nothing to verify whether the UC was 
HIV positive. Thus, I find this testimony 
disingenuous. 

Discussion 
Section 304(a) of the Controlled 

Substances Act (CSA) provides that a 
registration to ‘‘dispense a controlled 
substance * * * may be suspended or 
revoked by the Attorney General upon 
a finding that the registrant * * * has 
committed such acts as would render 
his registration under section 823 of this 
title inconsistent with the public 
interest as determined under such 
section.’’ 21 U.S.C. 824(a)(4). In making 
the public interest determination, the 
CSA requires that the following factors 
be considered: 

(1) The recommendation of the appropriate 
state licensing board or professional 
disciplinary authority. 

(2) The applicant’s experience in 
dispensing * * * controlled substances. 

(3) The applicant’s conviction record under 
Federal or State laws relating to the 
manufacture, distribution, or dispensing of 
controlled substances. 

(4) Compliance with applicable State, 
Federal, or local laws relating to controlled 
substances. 

(5) Such other conduct which may threaten 
the public health and safety. 
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19 This Agency has long held that a State’s failure 
to take action against a practitioner’s authority to 
dispense controlled substances is not dispositive in 
determining whether the continuation of a 
registration would be consistent with the public 
interest. See Mortimer B. Levin, 55 FR 8209, 8210 
(1990). Likewise, the absence of a criminal 
conviction is not dispositive of the public interest 
inquiry. See, e.g., Edmund Chein, 72 FR 6580, 6593 
n.22 (2007). 

21 U.S.C. 823(f). 
These factors are considered in the 

disjunctive. Robert A. Leslie, M.D., 68 
FR 15227, 15230 (2003). I may rely on 
any one or a combination of factors, and 
I may give each factor the weight I deem 
appropriate in determining whether to 
revoke an existing registration. Id. 
Moreover, I am ‘‘not required to make 
findings as to all the factors.’’ Hoxie v. 
DEA, 419 F.3d 477, 482 (6th Cir. 2005); 
see also Morall v. DEA, 412 F.3d 165, 
173–74 (DC Cir. 2005). 

The Government bears the burden of 
proof. 21 CFR 1316.56. However, where 
the Government makes out a prima facie 
case that a registrant’s continued 
registration is inconsistent with the 
public interest, the burden shifts to the 
registrant to demonstrate why he can be 
entrusted with a registration. 

Having considered all of the factors, I 
acknowledge that the record contains no 
evidence that the State of Florida has 
taken action against Respondent’s 
medical license (factor one) or that 
Respondent has been convicted of an 
offense related to controlled substances 
(factor three).19 However, with respect 
to Respondent’s experience in 
dispensing controlled substances (factor 
two) and his record of compliance with 
applicable Federal and state laws (factor 
four), the record establishes that 
Respondent violated the CSA’s 
prescription requirement, see 21 CFR 
1306.04(a), and Federal law when he 
prescribed anabolic steroids and 
narcotics to the UC in that he acted 
outside of the usual course of 
professional practice and/or lacked a 
legitimate medical purpose. See 21 
U.S.C. 841; 21 CFR 1306.04(a). The 
record also demonstrates that 
Respondent violated the prescription 
requirement and Federal law on 
numerous occasions by prescribing 
Subutex to the CI for detoxification 
purposes when he was not qualified to 
treat and manage opiate-dependent 
patients. 21 U.S.C. 823(g); 21 CFR 
1306.04(c). Finally, I agree with the ALJ 
that Respondent has failed to rebut the 
Government’s prima facie case. 
Accordingly, Respondent’s registration 
will be revoked and his pending 
application to renew his registration 
will be denied. 

Factors Two and Four—Respondent’s 
Experience in Dispensing Controlled 
Substances and Compliance With 
Applicable Laws. 

Under a longstanding DEA regulation, 
a prescription for a controlled substance 
is not ‘‘effective’’ unless it is ‘‘issued for 
a legitimate medical purpose by an 
individual practitioner acting in the 
usual course of his professional 
practice.’’ 21 CFR 1306.04(a). This 
regulation further provides that ‘‘an 
order purporting to be a prescription 
issued not in the usual course of 
professional treatment * * * is not a 
prescription within the meaning and 
intent of [21 U.S.C. 829] and * * * the 
person issuing it, shall be subject to the 
penalties provided for violations of the 
provisions of law related to controlled 
substances.’’ Id. See also 21 U.S.C. 
802(10) (defining the term ‘‘dispense’’ as 
meaning ‘‘to deliver a controlled 
substance to an ultimate user by, or 
pursuant to the lawful order of, a 
practitioner, including the prescribing 
and administering of a controlled 
substance’’) (emphasis added). 

As the Supreme Court recently 
explained, ‘‘the prescription 
requirement * * * ensures patients use 
controlled substances under the 
supervision of a doctor so as to prevent 
addiction and recreational abuse. As a 
corollary, [it] also bars doctors from 
peddling to patients who crave the 
drugs for those prohibited uses.’’ 
Gonzales v. Oregon, 546 U.S. 243, 274 
(2006) (citing United States v. Moore, 
423 U.S. 122, 135, 143 (1975)). Under 
the CSA, it is fundamental that a 
practitioner must establish and maintain 
a bonafide doctor-patient relationship in 
order to act ‘‘in the usual course of 
* * * professional practice’’ and to 
issue a prescription for a ‘‘legitimate 
medical purpose.’’ Laurence T. 
McKinney, 73 FR 43260, 43265 n.22 
(2008); see also Moore, 423 U.S. at 142– 
43 (noting that evidence established that 
physician ‘‘exceeded the bounds of 
‘professional practice,’ ’’ when ‘‘he gave 
inadequate physical examinations or 
none at all,’’ ‘‘ignored the results of the 
tests he did make,’’ and ‘‘took no 
precautions against * * * misuse and 
diversion’’). The CSA, however, 
generally looks to state law to determine 
whether a doctor and patient have 
established a bonafide doctor-patient 
relationship. See Kamir Garces-Mejias, 
72 FR 54931, 54935 (2007); United 
Prescription Services, Inc., 72 FR 50397, 
50407–08 (2007). 

Under the standards adopted by the 
Florida Board of Osteopathic Medicine, 
to evaluate a patient: 

[a] complete medical history and physical 
examination must be conducted and 
documented in the medical record. The 
medical record should document the nature 
and intensity of the pain, current and past 
treatments for pain, underlying or coexisting 
diseases or conditions, the effect of the pain 
on physical and psychological function, and 
history of substance abuse. The medical 
record also should document the presence of 
one or more recognized medical indications 
for the use of a controlled substance. 

Fla. Admin Code Ann. r. 64B15– 
14.005(3)(a). The Board’s standard 
further states that ‘‘[t]he osteopathic 
physician should discuss the risks and 
benefits of the use of controlled 
substances with the patient.’’ Id. para. 
(3)(c). Moreover, as relevant here, an 
ostheopathic physician is required to keep 
accurate and complete records to include, but 
not be limited to: 

1. The medical history and physical 
examination; 

2. Diagnostic, therapeutic, and laboratory 
results; 

3. Evaluations and consultations; 
4. Treatment objectives; 
5. Discussion of risks and benefits; 
6. Treatments; [and] 
7. Medications (including date, type, 

dosage, and quantity prescribed)[.] 
Id. para (3)(f). 

As found above, during the UC’s April 
24 visit, Respondent issued him a 
prescription for 100 tablets of Vicodin 
ES, with three refills, a schedule III 
controlled substance which contains 
hydrocodone. ALJ at 5 (stipulated facts). 
While the prescription was purportedly 
issued to address the UC’s joint pain, 
Respondent did not physically examine 
the UC. Moreover, although the UC 
made an oblique reference to pain in his 
knees while performing squats, 
Respondent did not further question the 
UC as to the nature and intensity of the 
pain or the pain’s effect on the UC’s 
physical and psychological function. 
Furthermore, Respondent did not 
discuss the risks and benefits of using 
controlled substances. Finally, 
Respondent did not document any past 
or current treatments for the purported 
pain and did not document the presence 
of a medical condition for which the use 
of controlled substances was indicated. 
Therefore, in accordance with the 
standards of the Florida Board, I 
conclude that Respondent acted outside 
of the usual course of professional 
practice and lacked a legitimate medical 
purpose in issuing the Vicodin 
prescription (with three refills) to the 
UC and violated Federal law. See 21 
U.S.C. 841(a)(1); 21 CFR 1306.04(a). 

I further conclude that Respondent 
violated both state and Federal law 
when he prescribed to the UC two 
anabolic steroids, which are schedule III 
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20 It is acknowledged that for the purpose of this 
provision, ‘‘the term ‘muscle building’ does not 
include the treatment of injured muscle.’’ Fla. Stat. 
Ann. § 458.331(ee). 

21 To similar effect, upon being asked by the UC 
whether he would accept referrals of ‘‘a couple [of] 
close friends,’’ Respondent answered that while he 
was willing to prescribe steroids to the UC as a 
favor to Jimmy (the CI), ‘‘this is not my thing’’ and 
that I ‘‘know a lot about steroids cause I did them 
in college.’’ GX 10, at 34. He then added that Jimmy 
(unlike the UC) ‘‘actually has a deficiency where he 
doesn’t make enough of a certain hormone so * * * 
he has medical reasons for doing’’ steroids. Id. at 35. 
Respondent then told the UC that ‘‘it’s not my thing 
to do this.’’ Id. 

22 Initially, a practitioner may only treat thirty 
patients. 21 U.S.C. 823(g)(2)(B)(iii). 

23 The organizations include ‘‘the American 
Society of Addiction Medicine, the American 
Academy of Addiction Psychiatry, the American 
Medical Associations, the American Ostheopathic 
Association, and the American Psychiatric 
Association.’’ 21 U.S.C. 823(g)(2)(G)(IV). 

24 Since 1974, Federal law has required that a 
practitioner obtain a separate registration and meet 
various standards imposed by the Secretary to 
dispense narcotic drugs for maintenance or 
detoxification treatment. See Narcotic Treatment 
Act of 1974, Public Law 93–281, 88 Stat. 137–38 
(1974). While a practitioner who seeks to dispense 
schedule III through V controlled substances for 
maintenance or detoxification treatment may obtain 
a waiver of the registration requirement, as 
explained above, he must still meet various 
requirements including having either board- 
certification or suitable experience and/or training 
in treating and managing opiate-dependent patients. 

controlled substances: 15 cc’s of 
nandralone decanoate (with three 
refills), and 10 cc’s of testosterone 
cipionate (also with three refills). Under 
Florida law, ‘‘prescribing * * * 
testosterone or its analogs * * * for the 
purpose of muscle building or to 
enhance athletic performance’’ is 
unlawful.20 See Fla. Stat. Ann. 
§ 458.331(1)(ee). As found above, during 
the April 24 visit, the UC was clearly 
seeking the anabolic steroid 
prescriptions for muscle building 
purposes, which is not a legitimate 
medical purpose under Florida law (and 
therefore Federal law as well). 

Moreover, the transcript of the visit 
further establishes that Respondent 
clearly knew that the UC was seeking 
the steroids for this purpose. 
Specifically, the UC did not complain of 
any problem other than that he was 
aging and losing strength; related that he 
had obtained steroids through a 
pharmacy, which arranged for doctors, 
who never saw patients, to write the 
prescriptions lawfully required to 
dispense the steroids; that he had gone 
to the pharmacy one day only to find 
that it had been raided by the police; 
and that when he had last undergone a 
blood test, his testosterone levels were 
high. 

Respondent’s statements during the 
undercover visit further support the 
conclusion that he knew the UC was 
seeking the steroids for other than a 
legitimate medical purpose. As found 
above, Respondent stated that ‘‘just to 
cover my ass,’’ he was going to ‘‘put 
down’’ in the UC’s chart that he had ‘‘a 
history of osteoporosis,’’ and that ‘‘when 
I write osteoporosis it has nothing to do 
with you[,] it just has to do if the State 
ever comes in to monitor my charts that 
I have a reason for prescribing you 
testosterone and Deca.’’ GX 10, at 17–18. 
Thus, it is clear that Respondent knew 
that he lacked a legitimate medical 
purpose for prescribing steroids to the 
UC.21 

Respondent therefore violated the 
prescription requirement of Federal law 
when he wrote the UC prescriptions for 
nandralone and testosterone. I further 

hold that Respondent’s issuance of the 
Vicodin and anabolic steroid 
prescriptions to the UC each provide an 
independent and adequate basis to 
satisfy the Government’s prima facie 
case that Respondent’s continued 
registration is inconsistent with the 
public interest. 

Respondent also repeatedly violated 
Federal law by prescribing Subutex to 
the CI. According to the record, 
Respondent had initially referred the CI 
to a psychiatrist who specialized in 
detoxification of opiate-dependent 
patients and from whom the CI received 
prescriptions of Subutex for this 
purpose. When, however, the CI 
complained that the detox specialist 
charged too much and insisted on 
seeing him every month, Respondent 
agreed to write Subutex prescriptions 
for the CI and wrote him numerous 
prescriptions (as well as authorized 
refills) over the course of nearly three 
and a half years. Respondent did not 
dispute that the Subutex prescriptions 
were written for this purpose. 

Under Federal law, a physician who 
dispenses (which includes prescribing) 
narcotic drugs in schedules III through 
V to a person for maintenance or 
detoxification treatment need not 
necessarily obtain a separate registration 
for this purpose. However, the 
physician must satisfy extensive 
conditions to prescribe these drugs for 
these purposes. See 21 U.S.C. 
823(g)(2)(A) & (B). These conditions 
include that the practitioner must, 
‘‘before the initial dispensing of narcotic 
drugs in schedule III, IV or V’’ for these 
purposes, notify the Secretary of the 
Department of Health and Human 
Services (HHS) of his intent ‘‘to begin 
dispensing the drugs * * * for such 
purpose.’’ Id. § 823(g)(2)(B). And as part 
of the notification, the physician must 
make three certifications. 

More specifically, the practitioner 
must certify that: (1) He ‘‘is a qualifying 
physician’’; (2) he ‘‘has the capacity to 
refer the patients for appropriate 
counseling and other appropriate 
ancillary services’’; and (3) ‘‘[t]he total 
number of patient of the practitioner at 
any one time will not exceed the 
applicable number.’’22 Id. With respect to 
the first requirement, a physician must 
hold (in addition to a state license) 
either board certification in addiction, 
addiction medicine, or addiction 
psychiatry; or have completed ‘‘not less 
than eight hours of training’’ in the 
‘‘treatment and management of opiate- 
dependent patients’’ provided by 

various professional organizations,23 or 
have other training or experience as 
either the Secretary of HHS or a State 
medical board has determined 
‘‘demonstrate[s] the ability of the 
physician to treat and manage opiate- 
dependent patients.’’ Id. § 823(g)(2)(G). 

Although Respondent holds a valid 
state license, he did not meet any of the 
conditions necessary to demonstrate 
that he is qualified as a physician to 
treat and manage opiate-dependent 
patients such as the CI. Nor did he 
satisfy any of the statute’s other 
requirements for dispensing narcotics 
drugs for the purpose of maintenance or 
detoxification treatment. 

While Respondent asserted that he 
did not know when these requirements 
went into effect and was unsure as to 
whether ‘‘the course’’ was required at the 
time he wrote the prescriptions, they 
have been in effect since the year 
2000.24 See Drug Addiction Treatment 
Act of 2000, Public Law 106–310, 
§ 3502, 114 Stat. 1222, 1225 (2000). As 
for his contention that no pharmacist 
ever told him he needed a special 
registration to prescribe narcotics for 
this purpose, Respondent is responsible 
for knowing the law. Cf. Patrick W. 
Stodola, M.D., 74 FR 20727 20734 
(2009) (quoting Hageseth v. Superior 
Court, 59 Cal. Rptr.3d 385, 403 (Ct. App. 
2007) (‘‘[T]he proscription of the 
unlicensed practice of medicine is 
neither an obscure nor an unusual state 
prohibition of which ignorance can 
reasonably be claimed, and certainly not 
by persons * * * who are licensed 
health care providers.’’). 

These are serious violations of Federal 
law. Congress made this clear in the 
Drug Addiction Treatment Act, where it 
specifically provided that if a 
practitioner, ‘‘in violation of the 
conditions specified in subparagraph[] B 
* * * dispenses narcotic drugs in 
schedule III, IV, or V * * * for 
maintenance treatment or detoxification 
treatment, the Attorney General may, for 
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26 In her opinion, the ALJ found that the UC had 
‘‘hinted that he would like a prescription for’’ HGH. 
ALJ at 22. This does not seem to be an accurate 
reading of the evidence in light of the UC’s 
complaint that HGH is ‘‘the most expensive stuff on 
earth.’’ GX 10, at 39. 

27 I have also considered Respondent’s evidence 
regarding his volunteer activities related to persons 
with HIV. While his activities are laudable, they do 
not negate the fact that Respondent knowingly 
diverted steroids and repeatedly violated Federal 
law in prescribing Subutex. Nor are his activities 
relevant in determining whether Respondent has 
accepted responsibility for his misconduct. 

purposes of [21 U.S.C. 824(a)(4)], 
consider the practitioner to have 
committed an act that renders the 
registration of the practitioner pursuant 
to subsection (f) to be inconsistent with 
the public interest.’’ 21 U.S.C. 
823(g)(2)(E)(i). Accordingly, I further 
hold that Respondent’s prescribing of 
Subutex to the CI for detoxification 
purposes provides an additional and 
independent basis to support the 
Government’s prima facie case. 

Sanction 
Under Agency precedent, where, as 

here, ‘‘the Government has proved that 
a registrant has committed acts 
inconsistent with the public interest, a 
registrant must ‘present[] sufficient 
mitigating evidence to assure the 
Administrator that [he] can be entrusted 
with the responsibility carried by such 
a registration.’ ’’ Medicine Shoppe- 
Jonesborough, 73 FR 363, 387 (2008) 
(quoting Samuel S. Jackson, 72 FR 
23848, 23853 (2007) (quoting Leo R. 
Miller, 53 FR 21931, 21932 (1988)). 
Moreover, because ‘‘past performance is 
the best predictor of future performance, 
ALRA Labs, Inc. v. DEA, 54 F.3d 450, 
452 (7th Cir.1995), [DEA] has repeatedly 
held that where a registrant has 
committed acts inconsistent with the 
public interest, the registrant must 
accept responsibility for [his] actions 
and demonstrate that [he] will not 
engage in future misconduct.’’ Medicine 
Shoppe, 73 FR at 387; see also Jackson, 
72 FR at 23853; John H. Kennedy, 71 FR 
35705, 35709 (2006); Prince George 
Daniels, 60 FR 62884, 62887 (1995). See 
also Hoxie v. DEA, 419 F.3d at 483 
(‘‘admitting fault’’ is ‘‘properly 
consider[ed]’’ by DEA to be an 
‘‘important factor[]’’ in the public 
interest determination). 

As part of this determination, this 
Agency also places great weight on a 
registrant’s candor, both during an 
investigation and in any subsequent 
proceeding. See, e.g., The Lawsons, Inc., 
t/a The Medicine Shoppe Pharmacy, 72 
FR 74334, 74338 (2007) (quoting Hoxie, 
419 F.3d at 483) (‘‘Candor during DEA 
investigations properly is considered by 
the DEA to be an important factor when 
assessing whether a * * * registration is 
consistent with the public interest.’’). 
See also Rose Mary Jacinta Lewis, M.D., 
72 FR 4035, 4042 (2007) (holding that 
lying under oath in proceeding to 
downplay responsibility supports 
conclusion that physician ‘‘cannot be 
entrusted with a registration’’). 

Here, as the ALJ found, the evidence 
supports the conclusions that 
Respondent has failed to accept 
responsibility for his misconduct and 
gave false testimony in the proceeding. 

ALJ at 30. More specifically, based on 
the transcript of the April 24 visit, 
which clearly shows that Respondent 
falsely documented that the UC had 
osteoporosis, the ALJ found not credible 
Respondent’s testimony that he 
genuinely believed the UC had 
osteoporosis. I agree. 

Moreover, while the ALJ expressly 
declined to make any findings as to 
whether she found credible 
Respondent’s testimony that the CI had 
phoned him and related that the UC had 
various conditions such as HIV and a 
history of bone fractures (which was 
offered to provide some medical 
justification for the steroid 
prescriptions), as explained above, as 
ultimate factfinder, I have rejected his 
testimony as not credible for multiple 
reasons. In short, the entirety of the 
evidence convincingly demonstrates 
that Respondent’s testimony regarding 
the purported phone call was patently 
self-serving and disingenuous. 

Respondent further argues that he 
refused to prescribe HGH to the UC and 
also refused the UC’s request to accept 
the latter’s friends as ‘‘patients.’’ As for 
Respondent’s refusal to prescribe HGH 
(which is not a controlled substance), it 
is far from clear that the UC was seeking 
HGH as he noted that it’s ‘‘the most 
expensive stuff on earth’’ and that it had 
caused an acquaintance’s head to 
swell.26 GX 10, at 11. While it is true 
that Respondent told the UC of other 
serious side effects caused by HGH, this 
no more mitigates his misconduct in 
issuing the steroid prescriptions than 
would an argument that one had 
prescribed a slightly less dangerous 
narcotic rather than a more dangerous 
one sought by a drug abuser (for 
example OxyContin instead of 
Fentanyl), when there was no legitimate 
medical purpose for any such 
prescription. Put another way, the fact 
that a controlled substance causes less 
dangerous side effects than another drug 
which a drug abuser may have sought 
does not make a prescription for a 
controlled substance, which lacks a 
legitimate medical purpose, any less 
illegal. 

As for Respondent’s declining the 
UC’s offer to refer his friends because he 
‘‘usually’’ did not do ‘‘guys who are just 
looking for bodybuilding and stuff like 
that,’’ he nonetheless was willing to 
issue illegal prescriptions to the UC. 
Moreover, that Respondent did not 
‘‘usually’’ write steroid prescriptions for 

those into bodybuilding implies that, in 
some other instances, he did. See ALJ at 
32. 

In short, even were I to view the 
evidence as supporting both 
Respondent’s contention that the UC 
sought HGH but he refused to prescribe 
it and that he declined the UC’s offer to 
refer his friends, these circumstances 
are not sufficient to rebut the 
Government’s prima facie case and 
demonstrate that he can be entrusted 
with a registration. Moreover, regarding 
his extensive violations of Federal law 
in prescribing Subutex for detoxification 
treatment, Respondent did not accept 
responsibility, but rather blamed his 
misconduct on the fact that no 
pharmacist told him that he needed a 
separate registration to do so.27 

In conclusion, because Respondent 
has failed to accept responsibility for his 
misconduct and provided less than 
candid testimony in the proceeding, it is 
clear that his continued registration 
‘‘would be inconsistent with the public 
interest.’’ 21 U.S.C. 823(f). Accordingly, 
Respondent’s registration will be 
revoked and his pending application to 
renew his registration will be denied. 

Order 
Pursuant to the authority vested in me 

by 21 U.S.C. 823(f) & 824(a), as well as 
28 CFR 0.100(b) & 0.104, I hereby order 
that DEA Certificate of Registration, 
BH1292642, issued to Robert F. Hunt, 
D.O., be, and it hereby is, revoked. I 
further order that Respondent’s pending 
application to renew his registration be, 
and it hereby is, denied. This Order is 
effective immediately. 

Dated: July 30, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010–20243 Filed 8–13–10; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF LABOR 

Office of the Secretary 

Submission for OMB Review; 
Comment Request 

August 3, 2010. 
The Department of Labor (DOL) 

hereby announces the submission of the 
following public information collection 
request (ICR) to the Office of 
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Management and Budget (OMB) for 
review and approval in accordance with 
the Paperwork Reduction Act of 1995 
(Pub. L. 104–13, 44 U.S.C. chapter 35). 
A copy of this ICR, with applicable 
supporting documentation; including, 
among other things, a description of the 
likely respondents, proposed frequency 
of response, and estimated total burden 
may be obtained from the RegInfo.gov 
Web site at http://www.reginfo.gov/ 
public/do/PRAMain or by contacting 
Linda Watts Thomas on 202–693–4223 
(this is not a toll-free number) and e- 
mail mail to: 
DOL_PRA_PUBLIC@dol.gov. 

Interested parties are encouraged to 
send comments to the Office of 
Information and Regulatory Affairs, 
Attn: OMB Desk Officer for the 
Department of Labor—Office of 
Workers’ Compensation Programs 
(OWCP), Room 10235, Washington, DC 
20503, Telephone: 202–395–7316/Fax 
202–395–5806 (these are not toll-free 
numbers), e-mail: 
OIRA_submission@omb.eop.gov within 
30 days from the date of this publication 
in the Federal Register. In order to 
ensure the appropriate consideration, 
comments should reference the 
applicable OMB Control Number (see 
below). 

The OMB is particularly interested in 
comments which: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Agency: Office of Workers’ 
Compensation Programs. 

Type of Review: Extension. 
Title of Collection: Survivor’s Form 

for Benefits. 
OMB Control Number: 1240–0027. 
Agency Form Number: CM–912. 
Affected Public: Individuals or 

Households. 
Cost to Federal Government: $27,324. 

Total Estimated Number of 
Respondents: 1,750. 

Total Estimated Number of 
Responses: 1,750. 

Total Burden Hours: 233. 
Total Hour Burden Cost (operating/ 

maintaining): $681.50. 
Description: This collection of 

information is required to administer 
the benefit payment provisions of the 
Black Lung Act for survivors of 
deceased miners. Completion of this 
form constitutes the application for 
benefits by survivors and assists in 
determining the survivor’s entitlement 
to benefits. Form CM–912 is authorized 
for use by the Black Lung Benefits Act 
30 U.S.C. 901, et seq., 20 CFR 410.221 
and CFR 725.304 and is used to gather 
information from a survivor of a miner 
to determine if the survivor is entitled 
to benefits. For additional information, 
see related notice published in the 
Federal Register on March 12, 2010 
(Vol. 75 page 11912). 

Dated: August 3, 2010. 
Linda Watts Thomas, 
Acting Departmental Clearance Officer. 
[FR Doc. 2010–20090 Filed 8–13–10; 8:45 am] 

BILLING CODE 4510–CK–P 

DEPARTMENT OF LABOR 

Office of the Secretary 

Notice of Public Information Collection 
Request 

ACTION: Submission for OMB Review; 
Comment Request. 

SUMMARY: The Department of Labor 
(DOL) hereby announces the submission 
of the following public information 
collection request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval in accordance with 
the Paperwork Reduction Act of 1995 
(Pub. L. 104–13, 44 U.S.C. chapter 35). 
A copy of this ICR, with applicable 
supporting documentation; including, 
among other things, a description of the 
likely respondents, proposed frequency 
of response, and estimated total burden 
may be obtained from the RegInfo.gov 
Web site at http://www.reginfo.gov/ 
public/do/PRAMain or by contacting 
Linda Watts Thomas on 202–693–4223 
(this is not a toll-free number) and e- 
mail mail to: 
DOL_PRA_PUBLIC@dol.gov. 

Interested parties are encouraged to 
send written comments to the Office of 
Information and Regulatory Affairs, 
Attn: OMB Desk Officer for the 
Department of Labor—Bureau of Labor 
Statistics (BLS), Room 10235, 
Washington, DC 20503, Telephone: 

202–395–7316/Fax 202–395–5806 (these 
are not toll-free numbers), E-mail: 
OIRA_submission@omb.eop.gov within 
30 days from the date of this publication 
in the Federal Register. In order to 
ensure the appropriate consideration, 
comments should reference the 
applicable OMB Control Number (see 
below). 

The OMB is particularly interested in 
comments which: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Agency: Bureau of Labor Statistics. 
Type of Review: Revision of a 

currently approved collection. 
Title of Collection: Survey of 

Occupational Injuries and Illnesses. 
OMB Control Number: 1220–0045. 
Affected Public: Businesses or other 

for-profits; Not-for-profit institutions; 
Farms; State, Local or Tribal 
Governments. 

Frequency: Annually. 
Estimated Number of Respondents: 

240,000. 
Total Number of Responses: 240,000. 
Total Burden Hours: 350,266. 
Total Hour Burden Cost (operating/ 

maintaining): $0. 
Description: The Survey of 

Occupational Injuries and Illnesses is 
the primary indicator of the Nation’s 
progress in providing every working 
man and woman safe and healthful 
working conditions. The survey 
produces the overall rate of occurrence 
of work injuries and illnesses by 
industry which can be compared to 
prior years to produce measures of the 
rate of change. Survey data are used to 
evaluate the effectiveness of the Federal 
and State programs for improving work 
place safety and health and to prioritize 
scarce resources. For additional 
information, see related notice 
published in the Federal Register on 
April 16, 2010, (Vol. 75, page 20004). 
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Dated: August 10, 2010. 
Linda Watts Thomas, 
Acting Departmental Clearance Officer. 
[FR Doc. 2010–20152 Filed 8–13–10; 8:45 am] 

BILLING CODE 4510–24–P 

DEPARTMENT OF LABOR 

Office of the Secretary 

Submission for OMB Review; 
Comment Request 

ACTION: Submission for OMB Review; 
Comment Request. 

SUMMARY: The Department of Labor 
(DOL) hereby announces the submission 
of the following public information 
collection request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval in accordance with 
the Paperwork Reduction Act of 1995 
(Pub. L. 104–13, 44 U.S.C. chapter 35). 
A copy of this ICR, with applicable 
supporting documentation; including, 
among other things, a description of the 
likely respondents, proposed frequency 
of response, and estimated total burden 
may be obtained from the RegInfo.gov 
Web site at http://www.reginfo.gov/ 
public/do/PRAMain or by contacting 
Linda Watts Thomas on 202–693–4223 
(this is not a toll-free number) and e- 
mail mail to: 
DOL_PRA_PUBLIC@dol.gov. 

Interested parties are encouraged to 
send written comments to the Office of 
Information and Regulatory Affairs, 
Attn: OMB Desk Officer for the 
Department of Labor—Bureau of Labor 
Statistics (BLS), Room 10235, 
Washington, DC 20503, Telephone: 
202–395–7316/Fax 202–395–5806 (these 
are not toll-free numbers), E-mail: 
OIRA_submission@omb.eop.gov within 
30 days from the date of this publication 
in the Federal Register. In order to 
ensure the appropriate consideration, 
comments should reference the 
applicable OMB Control Number (see 
below). 

The OMB is particularly interested in 
comments which: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Agency: Bureau of Labor Statistics. 
Type of Review: Revision of a 

currently approved collection. 
Title of Collection: Survey of 

Occupational Injuries and Illnesses. 
OMB Control Number: 1220–0045. 
Affected Public: Businesses or other 

for-profits; Not-for-profit institutions; 
Farms; State, Local or Tribal 
Governments. 

Frequency: Annually. 
Estimated Number of Respondents: 

240,000. 
Total Number of Responses: 240,000. 
Total Burden Hours: 350,266. 
Total Hour Burden Cost (operating/ 

maintaining): $0. 
Description: The Survey of 

Occupational Injuries and Illnesses is 
the primary indicator of the Nation’s 
progress in providing every working 
man and woman safe and healthful 
working conditions. The survey 
produces the overall rate of occurrence 
of work injuries and illnesses by 
industry which can be compared to 
prior years to produce measures of the 
rate of change. Survey data are used to 
evaluate the effectiveness of the Federal 
and State programs for improving work 
place safety and health and to prioritize 
scarce resources. For additional 
information, see related notice 
published in the Federal Register on 
April 16, 2010, (Vol. 75, page 20004). 

Dated: August 10, 2010. 
Linda Watts Thomas, 
Acting Departmental Clearance Officer. 
[FR Doc. 2010–20164 Filed 8–13–10; 8:45 am] 

BILLING CODE 4510–24–P 

DEPARTMENT OF LABOR 

Employment and Training 
Administration 

Request for Certification of 
Compliance—Rural Industrialization 
Loan and Grant Program 

AGENCY: Employment and Training 
Administration, Labor. 
ACTION: Notice. 

SUMMARY: The Employment and 
Training Administration is issuing this 
notice to announce the receipt of a 
‘‘Certification of Non-Relocation and 
Market and Capacity Information 
Report’’ (Form 4279–2) for the following: 

Applicant/Location: Unilife Medical 
Solutions, Inc./York, Pennsylvania. 

Principal Product/Purpose: The loan, 
guarantee, or grant application is to 
finance a new medical syringe 
manufacturing branch or facility. The 
NAICS industry code for this enterprise 
is: 339112 Surgical and Medical 
Instrument Manufacturing. 
DATES: All interested parties may submit 
comments in writing no later than 
August 30, 2010. Copies of adverse 
comments received will be forwarded to 
the applicant noted above. 
ADDRESSES: Address all comments 
concerning this notice to Anthony D. 
Dais, U.S. Department of Labor, 
Employment and Training 
Administration, 200 Constitution 
Avenue, NW., Room S–4231, 
Washington, DC 20210; or e-mail 
Dais.Anthony@dol.gov; or transmit via 
fax (202) 693–3015 (this is not a toll-free 
number). 
FOR FURTHER INFORMATION CONTACT: 
Anthony D. Dais, at telephone number 
(202) 693–2784 (this is not a toll-free 
number). 

SUPPLEMENTARY INFORMATION: Section 
188 of the Consolidated Farm and Rural 
Development Act of 1972, as established 
under 29 CFR Part 75, authorizes the 
United States Department of Agriculture 
to make or guarantee loans or grants to 
finance industrial and business 
activities in rural areas. The Secretary of 
Labor must review the application for 
financial assistance for the purpose of 
certifying to the Secretary of Agriculture 
that the assistance is not calculated, or 
likely, to result in: (a) A transfer of any 
employment or business activity from 
one area to another by the loan 
applicant’s business operation; or, (b) 
An increase in the production of goods, 
materials, services, or facilities in an 
area where there is not sufficient 
demand to employ the efficient capacity 
of existing competitive enterprises 
unless the financial assistance will not 
have an adverse impact on existing 
competitive enterprises in the area. The 
Employment and Training 
Administration within the Department 
of Labor is responsible for the review 
and certification process. Comments 
should address the two bases for 
certification and, if possible, provide 
data to assist in the analysis of these 
issues. 

Signed at Washington, DC this 10th day of 
August, 2010. 
Jane Oates, 
Assistant Secretary for Employment and 
Training. 
[FR Doc. 2010–20151 Filed 8–13–10; 8:45 am] 

BILLING CODE 4510–FN–P 
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DEPARTMENT OF LABOR 

Employment and Training 
Administration 

Request for Certification of 
Compliance—Rural Industrialization 
Loan and Grant Program 

AGENCY: Employment and Training 
Administration, Labor. 
ACTION: Notice. 

SUMMARY: The Employment and 
Training Administration is issuing this 
notice to announce the receipt of a 
‘‘Certification of Non-Relocation and 
Market and Capacity Information 
Report’’ (Form 4279–2) for the following: 

Applicant/Location: Unilife Medical 
Solutions, Inc./York, Pennsylvania. 

Principal Product/Purpose: The loan, 
guarantee, or grant application is to 
finance a new medical syringe 
manufacturing branch or facility. The 
NAICS industry code for this enterprise 
is: 339112 Surgical and Medical 
Instrument Manufacturing. 
DATES: All interested parties may submit 
comments in writing no later than 
August 30, 2010. Copies of adverse 
comments received will be forwarded to 
the applicant noted above. 
ADDRESSES: Address all comments 
concerning this notice to Anthony D. 
Dais, U.S. Department of Labor, 
Employment and Training 
Administration, 200 Constitution 
Avenue, NW., Room S–4231, 
Washington, DC 20210; or e-mail 
Dais.Anthony@dol.gov; or transmit via 
fax (202) 693–3015 (this is not a toll-free 
number). 
FOR FURTHER INFORMATION CONTACT: 
Anthony D. Dais, at telephone number 
(202) 693–2784 (this is not a toll-free 
number). 

SUPPLEMENTARY INFORMATION: Section 
188 of the Consolidated Farm and Rural 
Development Act of 1972, as established 
under 29 CFR Part 75, authorizes the 
United States Department of Agriculture 
to make or guarantee loans or grants to 
finance industrial and business 
activities in rural areas. The Secretary of 
Labor must review the application for 
financial assistance for the purpose of 
certifying to the Secretary of Agriculture 
that the assistance is not calculated, or 
likely, to result in: (a) A transfer of any 
employment or business activity from 
one area to another by the loan 
applicant’s business operation; or, (b) 
An increase in the production of goods, 
materials, services, or facilities in an 
area where there is not sufficient 
demand to employ the efficient capacity 
of existing competitive enterprises 

unless the financial assistance will not 
have an adverse impact on existing 
competitive enterprises in the area. The 
Employment and Training 
Administration within the Department 
of Labor is responsible for the review 
and certification process. Comments 
should address the two bases for 
certification and, if possible, provide 
data to assist in the analysis of these 
issues. 

Signed at Washington, DC, this 10th day of 
August 2010. 
Jane Oates, 
Assistant Secretary for Employment and 
Training. 
[FR Doc. 2010–20163 Filed 8–13–10; 8:45 am] 

BILLING CODE 4510–FN–P 

THE NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 

Meetings of Humanities Panel 

AGENCY: The National Endowment for 
the Humanities. 
ACTION: Notice of Meetings. 

SUMMARY: Pursuant to the provisions of 
the Federal Advisory Committee Act 
(Pub. L. 92–463, as amended), notice is 
hereby given that the following 
meetings of Humanities Panels will be 
held at the Old Post Office, 1100 
Pennsylvania Avenue, NW., 
Washington, DC 20506. 
FOR FURTHER INFORMATION CONTACT: 
Michael P. McDonald, Advisory 
Committee Management Officer, 
National Endowment for the 
Humanities, Washington, DC 20506; 
telephone (202) 606–8322. Hearing- 
impaired individuals are advised that 
information on this matter may be 
obtained by contacting the 
Endowment’s TDD terminal on (202) 
606–8282. 
SUPPLEMENTARY INFORMATION: The 
proposed meetings are for the purpose 
of panel review, discussion, evaluation 
and recommendation on applications 
for financial assistance under the 
National Foundation on the Arts and the 
Humanities Act of 1965, as amended, 
including discussion of information 
given in confidence to the agency by the 
grant applicants. Because the proposed 
meetings will consider information that 
is likely to disclose trade secrets and 
commercial or financial information 
obtained from a person and privileged 
or confidential and/or information of a 
personal nature the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy, pursuant 
to authority granted me by the 
Chairman’s Delegation of Authority to 

Close Advisory Committee meetings, 
dated July 19, 1993, I have determined 
that these meetings will be closed to the 
public pursuant to subsections (c)(4), 
and (6) of section 552b of Title 5, United 
States Code. 

1. Date: September 1, 2010. 
Time: 8:30 a.m. to 5 p.m. 
Room: 415. 
Program: This meeting will review 

applications for Education and Training 
in Education and Training, submitted to 
the Division of Preservation and Access 
at the July 1, 2010 deadline. 

2. Date: September 20, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 315. 
Program: This meeting will review 

applications for Humanities Initiatives 
at Historically Black Colleges and 
Universities, Institutions with High 
Hispanic Enrollment, and Tribal 
Colleges and Universities, submitted to 
the Division of Education Programs at 
the June 15, 2010 deadline. 

3. Date: September 21, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 315. 
Program: This meeting will review 

applications for Humanities Initiatives 
at Historically Black Colleges and 
Universities, Institutions with High 
Hispanic Enrollment, and Tribal 
Colleges and Universities, submitted to 
the Division of Education at the June 15, 
2010 deadline. 

4. Date: September 22, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 315. 
Program: This meeting will review 

applications for Humanities Initiatives 
at Historically Black Colleges and 
Universities, Institutions with High 
Hispanic Enrollment, and Tribal 
Colleges and Universities, submitted to 
the Division of Education at the June 15, 
2010 deadline. 

5. Date: September 23, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 421. 
Program: This meeting will review 

applications for Africa and the Middle 
East in Bridging Cultures through Film: 
International Topics Grants Program, 
submitted to the Division of Public 
Programs at the July 28, 2010 deadline. 

6. Date: September 27, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 421. 
Program: This meeting will review 

applications for The Americas in 
Bridging Cultures through Film: 
International Topics Grants Program, 
submitted to the Division of Public 
Programs at the July 28, 2010 deadline. 

7. Date: September 28, 2010 
Time: 9 a.m. to 5 p.m. 
Room: 421. 
Program: This meeting will review 

applications for Art, Culture and Film in 
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Bridging Cultures through Film: 
International Topics Grants Program, 
submitted to the Division of Public 
Programs at the July 28, 2010 deadline. 

8. Date: September 28, 2010. 
Time: 8:30 a.m. to 5 p.m. 
Room: 415. 
Program: This meeting will review 

applications for Research and 
Development in Research and 
Development, submitted to the Division 
of Preservation and Access at the July 1, 
2010 deadline. 

9. Date: September 29, 2010. 
Time: 9 a.m. to 5 p.m. 
Room: 421. 
Program: This meeting will review 

applications for Europe and Asia in 
Bridging Cultures through Film: 
International Topics Grants Program, 
submitted to the Division of Public 
Programs at the July 28, 2010 deadline. 

10. Date: September 30, 2010. 
Time: 8:30 a.m. to 5 p.m. 
Room: 415. 
Program: This meeting will review 

applications for Research and 
Development in Research and 
Development, submitted to the Division 
of Preservation and Access at the July 1, 
2010 deadline. 

Michael P. McDonald, 
Advisory Committee, Management Officer. 
[FR Doc. 2010–20186 Filed 8–13–10; 8:45 am] 

BILLING CODE 7536–01–P 

NATIONAL SCIENCE FOUNDATION 

Notice of Availability of a Draft Site- 
Specific Environmental Assessment 
and Notice of Public Hearings 

AGENCY: National Science Foundation. 
ACTION: Notice of the availability of a 
Draft Site-Specific Environmental 
Assessment (Draft SSEA) for the Ocean 
Observatories Initiative (OOI), request 
for public comment on the Draft SSEA, 
and notice of public hearings. 

SUMMARY: The National Science 
Foundation (NSF) gives notice of the 
availability of the Draft SSEA for the 
OOI, and requests public review and 
comment on the document. NSF also 
provides notice of public hearings on 
the Draft SSEA for the OOI. The 
Division of Ocean Sciences in the 
Directorate for Geosciences (GEO/OCE) 
has prepared a Draft SSEA for the OOI, 
a multi-million dollar Major Research 
Equipment and Facilities Construction 
effort intended to put moored and cable 
infrastructure in discrete locations in 
the coastal and global ocean. The Draft 
SSEA has been prepared to assess the 
potential impacts on the human and 

natural environment associated with 
proposed site-specific requirements in 
the design, installation, and operation of 
the OOI that were previously assessed 
in a 2008 Programmatic Environmental 
Assessment (PEA) and a 2009 
Supplemental Environmental Report 
(SER). The scope of the environmental 
impact analysis of the SSEA is tiered 
from the previously prepared PEA, 
associated Finding of No Significant 
Impact (FONSI), and SER. It focuses 
only on those activities and the 
associated potential impacts, including 
cumulative impacts, resulting from the 
site-specific installation and operation 
of OOI assets and not previously 
assessed in the PEA and SER. The Draft 
SSEA is available for public comment 
for a 30-day period. Comments may be 
mailed to Jean McGovern, National 
Science Foundation, Division of Ocean 
Sciences, 4201 Wilson Blvd., Arlington, 
VA 22230, or submitted via e-mail at 
nepacomments@nsf.gov. The deadline 
for submitting comments is September 
15, 2010. 

NSF will conduct three public 
hearings to receive oral and written 
comments on the Draft SSEA. Federal, 
state, and local agencies, Native 
American Tribes and Nations, and 
interested individuals are invited to be 
present or represented at the public 
hearings. This notice announces the 
dates and locations of the public 
hearings for this Draft SSEA. An open 
house session will precede the 
scheduled public hearing at each of the 
locations listed below and will allow 
individuals to review the information 
presented in the Draft SSEA. NSF 
representatives will be available during 
the open house sessions to clarify 
information related to the Draft SSEA. 

Dates and Addresses: All hearings 
will start with an open house session 
from X p.m. to X p.m. A presentation 
and formal public comment period will 
be held from X p.m. to X p.m. Public 
hearings will be held on the following 
dates and at the following locations: 

• Wednesday, September 1, 2010, at 
Westport Maritime Museum, Westport, 
WA. 

• Thursday, September 2, 2010, at 
Guin Library Seminar Room, Hatfield 
Marine Science Center, Newport, OR. 

• Wednesday, September 8, 2010, at 
New Bedford Library, 613 Pleasant 
Street, New Bedford, MA 02740–6203. 
FOR FURTHER INFORMATION CONTACT: 
Copies of the Draft SSEA are available 
upon request from: Jean McGovern, 
NSF, Division of Ocean Sciences, 4201 
Wilson Blvd., Arlington, VA 22230; 
Telephone: (703) 292–7591. The Draft 
SSEA is also available at the following 

Web site: http://www.nsf.gov/geo/oce/ 
envcomp/index.jsp. 
SUPPLEMENTARY INFORMATION: 
Oceanographic research has long relied 
on research vessel cruises (expeditions) 
as the predominate means to make 
direct measurements of the ocean. 
Remote sensing (use of satellites) has 
greatly advanced abilities to measure 
ocean surface characteristics over 
extended periods of time. A major 
advancement for oceanographic 
research methods is the ability to make 
sustained, long-term, and adaptive 
measurements from the surface to the 
ocean bottom. ‘‘Ocean Observatories’’ are 
now being developed to further this 
goal. Building upon recent technology 
advances and lessons learned from 
prototype ocean observatories, NSF’s 
Ocean Sciences Division (OCE) is 
proposing to fund the OOI, an 
interactive, globally distributed and 
integrated infrastructure that will be the 
backbone for the next generation of 
ocean sensors and resulting complex 
ocean studies presently unachievable. 
The OOI reflects a community-wide, 
national and international scientific 
planning effort and is a key NSF 
contribution to the broader effort to 
establish focused national ocean 
observatory capabilities through the 
Integrated Ocean Observing System 
(IOOS). 

The OOI infrastructure would include 
cables, buoys, deployment platforms, 
moorings, junction boxes, electric power 
generation (solar, wind, and/or fuel 
cell,), and two-way communications 
systems. This large-scale infrastructure 
would support sensors located at the sea 
surface, in the water column, and at or 
beneath the seafloor. The OOI would 
also support related elements, such as 
unified project management, data 
dissemination and archiving, modeling 
of oceanographic processes, and 
education and outreach activities 
essential to the long-term success of 
ocean science. It would include the first 
U.S. multi-node cabled observatory; 
fixed and re-locatable coastal arrays 
coupled with mobile assets; and 
advanced buoys for interdisciplinary 
measurements, especially for data 
limited areas of the Southern Ocean and 
other high-latitude locations. 

The OOI design is based upon three 
main technical elements across global, 
regional, and coastal scales. At the 
global and coastal scales, moorings 
would provide locally generated power 
to seafloor and platform instruments 
and sensors and use a satellite link to 
shore and the Internet. Up to four Global 
Scale Nodes (GSN) or buoy sites are 
proposed for ocean sensing in the 
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Eastern Pacific and Atlantic oceans. The 
Regional-Scale Nodes (RSN) off the 
coast of Washington and Oregon would 
consist of seafloor observatories with 
various chemical, biological, and 
geological sensors linked with 
submarine cables to shore that provide 
power and Internet connectivity. 
Coastal-Scale Nodes (CSN) would be 
represented by the fixed Endurance 
Array, consisting of a combination of 
cabled nodes and stand-alone moorings, 
off the coast of Washington and Oregon, 
and the relocatable Pioneer Array off the 
coast of Massachusetts, consisting of a 
suite of stand-alone moorings. In 
addition, there would be an integration 
of mobile assets such as autonomous 
underwater vehicles (AUVS) and/or 
gliders with the GSN, RSN, and CSN 
observatories. 

The Draft SSEA is available upon 
request from: Jean McGovern, NSF, 
Division of Ocean Sciences, 4201 
Wilson Blvd., Arlington, VA 22230; 
Telephone: (703) 292–7591. It is also 
available for electronic public viewing 
at the following Web site: http:// 
www.nsf.gov/geo/oce/envcomp/ 
index.jsp. 

Federal, state, local agencies, Native 
American Tribes and Nations, and 
interested parties are invited to be 
present or represented at the public 
hearings. Written comments can also be 
submitted during the open house 
sessions preceding the public hearings 
or at any time during the 30-day public 
review period of the Draft SSEA. 

Oral statements will be heard and 
transcribed by a stenographer; however, 
to ensure the accuracy of the record, all 
statements should be submitted in 
writing. All statements, both oral and 
written, will become part of the public 
record on the Draft SSEA and will be 
responded to in the Final SSEA. Equal 
weight will be given to both oral and 
written statements. In the interest of 
available time, and to ensure all who 
wish to give an oral statement have the 
opportunity to do so, each speaker’s 
comments will be limited to three (3) 
minutes. If a long statement is to be 
presented, it should be summarized at 
the public hearing with the full text 
submitted either in writing at the 
hearing or mailed to Jean McGovern, 
National Science Foundation, Division 
of Ocean Sciences, 4201 Wilson Blvd., 
Arlington, VA 22230. In addition, 
comments may be submitted via e-mail 
at nepacomments@nsf.gov. 

Dated: August 10, 2010. 
Suzanne H. Plimpton, 
Reports Clearance Officer, National Science 
Foundation. 
[FR Doc. 2010–20107 Filed 8–13–10; 8:45 am] 

BILLING CODE 7555–01–P 

NATIONAL SCIENCE FOUNDATION 

Advisory Committee for Environmental 
Research and Education; Notice of 
Meeting 

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92– 
463, as amended), the National Science 
Foundation announces the following 
meeting: 

Name: Advisory Committee for 
Environmental Research and Education 
(9487). 

Dates: September 8, 2010–September 9, 
2010, 8:30 a.m.–1 p.m. 

Place: Stafford I, Room 1235, National 
Science Foundation, 4201 Wilson Blvd., 
Arlington, Virginia 22230. 

Type of Meeting: Open. 
For Further Information Contact: Melissa 

Lane, National Science Foundation, Suite 
705, 4201 Wilson Blvd., Arlington, Virginia 
22230. Phone 703–292–8500. 

Minutes: May be obtained from the contact 
person listed above. 

Purpose of Meeting: To provide advice, 
recommendations, and oversight concerning 
support for environmental research and 
education. 

Agenda 

September 8, 2010 

• Update on recent NSF environmental 
activities. 

• Discussion of Research Centers and 
Networks. 

• Meeting with the Director. 

September 9, 2010 

• Discussion of Better Integrating Social 
and Physical Science Research. 

• Update and Discussion of NSF Science, 
Engineering and Education for Sustainability 
(SEES) Portfolio. 

Dated: August 10, 2010. 
Susanne Bolton, 
Committee Management Officer. 
[FR Doc. 2010–20057 Filed 8–13–10; 8:45 am] 

BILLING CODE P 

NUCLEAR REGULATORY 
COMMISSION 

[Docket No. 70–27 EA; ASLBP No. 10–902– 
01–EA–BD01] 

Babcock & Wilcox Nuclear Operations 
Group, Inc.; Establishment of Atomic 
Safety and Licensing Board 

Pursuant to delegation by the 
Commission dated December 29, 1972 

(37 FR 28710), and the Commission’s 
regulations, see 10 CFR 2.106, 2.300, 
2.313(a), and 2.318, notice is hereby 
given that an Atomic Safety and 
Licensing Board (Board) is being 
established to preside over the following 
proceeding: 
Babcock & Wilcox Nuclear Operations 

Group, Inc. (Lynchburg, VA Facility). 
This proceeding concerns an Order 

Imposing Civil Monetary Penalty served 
upon the Licensee, Babcock & Wilcox 
Nuclear Operations Group, Inc., on 
February 23, 2010. Pursuant to a 
Request for Hearing published in the 
Federal Register (74 FR 75 35846) dated 
June 23, 2010, the Licensee, represented 
by Morgan, Lewis & Bockius LLP, 
submitted a Request for Hearing on July 
27, 2010. 

The Board is comprised of the 
following administrative judges: 
Alan S. Rosenthal, Chair, Atomic Safety 

and Licensing Board Panel, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555–0001. 

E. Roy Hawkens, Atomic Safety and 
Licensing Board Panel, U.S. Nuclear 
Regulatory Commission, Washington, 
DC 20555–0001. 

Nicholas Tsoulfanidis, Atomic Safety 
and Licensing Board Panel, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555–0001. 
All correspondence, documents, and 

other materials shall be filed in 
accordance with the NRC E-Filing Rule, 
which the NRC promulgated in August 
2007 (72 FR 49139). 

Issued at Rockville, Maryland, this 6th day 
of August 2010. 

E. Roy Hawkens, 
Chief Administrative Judge, Atomic Safety 
and Licensing Board Panel. 
[FR Doc. 2010–20171 Filed 8–13–10; 8:45 am] 

BILLING CODE 7590–01–P 

OVERSEAS PRIVATE INVESTMENT 
CORPORATION 

Sunshine Act; Public Hearing, 
September 9, 2010 

TIME AND DATE: 2 p.m., Thursday, 
September 9, 2010. 
PLACE: Offices of the Corporation, 
Twelfth Floor Board Room, 1100 New 
York Avenue, NW., Washington, DC. 
STATUS: Hearing open to the Public at 
2 p.m. 
PURPOSE: Public Hearing in conjunction 
with each meeting of OPIC’s Board of 
Directors, to afford an opportunity for 
any person to present views regarding 
the activities of the Corporation. 
PROCEDURES:  
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1 15 U.S.C. 78s(b)(1). 

Individuals wishing to address the 
hearing orally must provide advance 
notice to OPIC’s Corporate Secretary no 
later than 5 p.m. Thursday, September 2, 
2010. The notice must include the 
individual’s name, title, organization, 
address, and telephone number, and a 
concise summary of the subject matter 
to be presented. 

Oral presentations may not exceed ten 
(10) minutes. The time for individual 
presentations may be reduced 
proportionately, if necessary, to afford 
all participants who have submitted a 
timely request an opportunity to be 
heard. 

Participants wishing to submit a 
written statement for the record must 
submit a copy of such statement to 
OPIC’s Corporate Secretary no later than 
5 p.m. Thursday, September 2, 2010. 
Such statement must be typewritten, 
double-spaced, and may not exceed 
twenty-five (25) pages. 

Upon receipt of the required notice, 
OPIC will prepare an agenda, which 
will be available at the hearing, that 
identifies speakers, the subject on which 
each participant will speak, and the 
time allotted for each presentation. 

A written summary of the hearing will 
be compiled, and such summary will be 
made available, upon written request to 
OPIC’s Corporate Secretary, at the cost 
of reproduction. 

Written summaries of the projects to 
be presented at the September 23, 2010 
Board meeting will be posted on OPIC’s 
Web site on or about Thursday, August 
19, 2010. 
CONTACT PERSON FOR INFORMATION: 
Information on the hearing may be 
obtained from Connie M. Downs at (202) 
336–8438, via facsimile at (202) 218– 
0136, or via e-mail at 
connie.downs@opic.gov. 

Dated: August 12, 2010. 
Connie M. Downs, 
OPIC Corporate Secretary. 
[FR Doc. 2010–20288 Filed 8–12–10; 4:15 pm] 

BILLING CODE 3210–01–P 

OVERSEAS PRIVATE INVESTMENT 
CORPORATION 

Sunshine Act; Board of Directors 
Meeting, September 23, 2010 

TIME AND DATE: Thursday, September 23, 
2010, 10 a.m. (OPEN Portion) 10:15 a.m. 
(CLOSED Portion). 
PLACE: Offices of the Corporation, 
Twelfth Floor Board Room, 1100 New 
York Avenue, NW., Washington, DC. 
STATUS: Meeting OPEN to the Public 
from 10 a.m. to 10:15 a.m. Closed 

portion will commence at 10:15 a.m. 
(approx.). 
MATTERS TO BE CONSIDERED: 

1. President’s Report. 
2. Approval of June 24, 2010 Minutes 

(Open Session). 
3. Confirmations: Deborah K. Burand 

as Vice President & General Counsel; Jay 
L. Koh as Vice President & Chief 
Financial Officer; John E. Morton as 
Vice President, Office of Investment 
Policy. 
FURTHER MATTERS TO BE CONSIDERED: 
(Closed to the Public 10:15 a.m.) 

1. Reports. 
2. Proposed FY 2012 Budget. 
3. Finance Project—Hungary. 
4. Finance Project—Russia. 
5. Finance Project—Costa Rica, 

Honduras and Panama. 
6. Approval of June 24, 2010 Minutes 

(Closed Session). 
7. Pending Major Projects. 
Written summaries of the projects to 

be presented will be posted on OPIC’s 
Web site on or about August 19, 2010. 
CONTACT PERSON FOR INFORMATION: 
Information on the meeting may be 
obtained from Connie M. Downs at (202) 
336–8438. 

Dated: August 12, 2010. 
Connie M. Downs, 
Corporate Secretary, Overseas Private 
Investment Corporation. 
[FR Doc. 2010–20292 Filed 8–12–10; 4:15 pm] 

BILLING CODE 3210–01–M 

SECURITIES AND EXCHANGE 
COMMISSION 

[File No. 500–1] 

Atchison Casting Corp. (n/k/a Bradken- 
Atchison/St. Joseph, Inc.), CityFed 
Financial Corp., Divine, Inc. (n/k/a 
Enivid, Inc.), Genesis Worldwide, Inc., 
Hampton Consulting Corp., and Jake’s 
Pizza International, Inc.; Order of 
Suspension of Trading 

August 12, 2010. 
It appears to the Securities and 

Exchange Commission that there is a 
lack of current and accurate information 
concerning the securities of Atchison 
Casting Corp. (n/k/a Bradken-Atchison/ 
St. Joseph, Inc.) because it has not filed 
any periodic reports since the period 
ended March 31, 2003. 

It appears to the Securities and 
Exchange Commission that there is a 
lack of current and accurate information 
concerning the securities of CityFed 
Financial Corp. because it has not filed 
any periodic reports since the period 
ended March 31, 2006. 

It appears to the Securities and 
Exchange Commission that there is a 

lack of current and accurate information 
concerning the securities of Divine, Inc. 
(n/k/a Enivid, Inc.) because it has not 
filed any periodic reports since the 
period ended September 30, 2002. 

It appears to the Securities and 
Exchange Commission that there is a 
lack of current and accurate information 
concerning the securities of Genesis 
Worldwide, Inc. because it has not filed 
any periodic reports since the period 
ended June 30, 2001. 

It appears to the Securities and 
Exchange Commission that there is a 
lack of current and accurate information 
concerning the securities of Hampton 
Consulting Corp. because it has not filed 
any periodic reports since the period 
ended June 30, 2004. 

It appears to the Securities and 
Exchange Commission that there is a 
lack of current and accurate information 
concerning the securities of Jake’s Pizza 
International, Inc. because it has not 
filed any periodic reports since the 
period ended June 30, 1997. 

The Commission is of the opinion that 
the public interest and the protection of 
investors require a suspension of trading 
in the securities of the above-listed 
companies. Therefore, it is ordered, 
pursuant to Section 12(k) of the 
Securities Exchange Act of 1934, that 
trading in the securities of the above- 
listed companies is suspended for the 
period from 9:30 a.m. EDT on August 
12, 2010, through 11:59 p.m. EDT on 
August 25, 2010. 

By the Commission. 
Jill M. Peterson, 
Assistant Secretary. 
[FR Doc. 2010–20259 Filed 8–12–10; 11:15 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62684; File No. SR–OCC– 
2010–11] 

Self-Regulatory Organizations; The 
Options Clearing Corporation; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change To Modify 
the Definition of the Term 
Representative 

August 10, 2010. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 notice is hereby given that on 
July 29, 2010, The Options Clearing 
Corporation (‘‘OCC’’) filed with the 
Securities and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change described in Items I and II 
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2 15 U.S.C. 78s(b)(3)(A)(i). 
3 17 CFR 240.19b–4(f)(1). 
4 The Commission has modified the text of the 

summaries prepared by OCC. 
5 Clearing Member Organization means a Clearing 

Member that is a legal entity rather than a natural 
person. Article I, Section 1 of OCC’s By-Laws. 

6 The term ‘‘Clearing Member’’ is defined in OCC’s 
By-Laws as a person or organization that has been 
admitted to membership in OCC pursuant to the 
provisions of the By-Laws and Rules. Article I, 
Section 1 of OCC’s by-laws. 

7 Article III, Section 2 of OCC’s by-laws. 
8 Article III, Section 4 of OCC’s by-laws. 

9 15 U.S.C. 78q–1. 
10 15 U.S.C. 78s(b)(3)(A)(i). 
11 17 CFR 240.19b–4(f)(1). 

below, which items have been prepared 
primarily by OCC. OCC filed the 
proposal pursuant to Section 
19(b)(3)(A)(i) of the Act 2 and Rule 19b– 
4(f)(1) 3 thereunder so that the proposal 
was effective upon filing with the 
Commission. The Commission is 
publishing this notice to solicit 
comments on the rule change from 
interested parties. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The proposed rule change would 
broaden the definition of the term 
‘‘Representative’’ found in Article I, 
Section 1 of OCC’s By-Laws. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
OCC included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. OCC has prepared 
summaries, set forth in sections (A), (B), 
and (C) below, of the most significant 
aspects of these statements.4 

(A) Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The purpose of this rule change is to 

broaden the definition of the term 
‘‘Representative’’ found in Article I, 
Section 1 of OCC’s By-Laws. 
‘‘Representative’’ is defined as a director, 
senior officer, principal, or general 
partner of a Clearing Member 
Organization.5 OCC’s By-Laws require 
that a Member Director on OCC’s board 
of directors (‘‘Board’’) be either a 
Clearing Member 6 or a Representative 
of a Clearing Member Organization.7 
This same qualification requirement is 
applied to members of the Board’s 
nominating committee (‘‘Nominating 
Committee’’).8 

In certain instances, otherwise 
qualified candidates for the Board or the 
Nominating Committee were found to 
be ineligible because they were 
associated with an affiliate of a Clearing 
Member rather than with the Clearing 
Member itself. OCC does not believe a 
qualified candidate should be precluded 
from service on either the Board or 
Nominating Committee due to a 
technicality and therefore proposes to 
broaden the definition of 
‘‘Representative’’ to include a 
representative of an entity that controls, 
is controlled by, or under common 
control with a Clearing Member. 

2. Statutory Basis 

OCC believes that the proposed rule 
change is consistent with Section 17A of 
the Act,9 as amended, because it fosters 
the fair representation of Clearing 
Members in the administration of OCC’s 
affairs. It accomplishes this purpose by 
expanding the pool of qualified 
candidates eligible for Board and 
Nominating Committee service to 
include directors, senior officers, 
principals, or general partners of an 
affiliate of a Clearing Member. The 
proposed rule change is not inconsistent 
with the existing rules of OCC, 
including any other rules proposed to be 
amended. 

(B) Self-Regulatory Organization’s 
Statement on Burden on Competition 

OCC does not believe that the 
proposed rule change will have any 
impact or impose any burden on 
competition. 

(C) Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

Written comments relating to the 
proposed rule change were not and are 
not intended to be solicited or received. 
OCC will notify the Commission of any 
written comments received by OCC. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing proposed rule change 
has become effective upon filing 
pursuant to Section 19(b)(3)(A)(i) of the 
Act 10 and Rule 19b–4(f)(1) 11 thereunder 
because the proposed rule change 
constitutes an interpretation with 
respect to the meaning, administration 
or enforcement of an existing rule. At 
any time within 60 days of the filing of 
the proposed rule change, the 

Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–OCC–2010–11 on the 
subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–OCC–2010–11. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 
10 a.m. and 3 p.m. Copies of such filings 
also will be available for inspection and 
copying at the principal office of OCC 
and on OCC’s Web site at http://www.
optionsclearing.com/components/docs/
legal/rules_and_bylaws/sr_occ_
10_11.pdf. 

All comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 

VerDate Mar<15>2010 18:51 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00126 Fmt 4703 Sfmt 4703 E:\FR\FM\16AUN1.SGM 16AUN1sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 N

O
T

IC
E

S

http://www.optionsclearing.com/components/docs/legal/rules_and_bylaws/sr_occ_10_11.pdf
http://www.optionsclearing.com/components/docs/legal/rules_and_bylaws/sr_occ_10_11.pdf
http://www.optionsclearing.com/components/docs/legal/rules_and_bylaws/sr_occ_10_11.pdf
http://www.optionsclearing.com/components/docs/legal/rules_and_bylaws/sr_occ_10_11.pdf
http://www.sec.gov/rules/sro.shtml
http://www.sec.gov/rules/sro.shtml
http://www.sec.gov/rules/sro.shtml
http://www.sec.gov/rules/sro.shtml
mailto:rule-comments@sec.gov
mailto:rule-comments@sec.gov


50012 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Notices 

12 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

3 The term ‘‘Non-NYSE Amex Options Market 
Maker’’ means a market maker as defined in Section 
3(a)(38) of the Securities and Exchange Act of 1934 
registered in the same option class on another 
exchange. 

4 See the ISE fee schedule dated July 1, 2010. The 
ISE charges Non-ISE Market Makers a $.45 per 
contract charge for electronic executions. 

5 15 U.S.C. 78f(b). 
6 15 U.S.C. 78f(b)(4). 
7 15 U.S.C. 78s(b)(3)(A). 
8 17 CFR 240.19b–4(f)(2). 

should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–OCC–2010–11 and should 
be submitted on or before September 7, 
2010. 

For the Commission by the Division of 
Trading and Markets, pursuant to delegated 
authority.12 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20179 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62671; File No. SR– 
NYSEAmex–2010–81] 

Self-Regulatory Organizations; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change by NYSE 
Amex LLC Amending its Fee Schedule 

August 9, 2010. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that, on August 
4, 2010, NYSE Amex LLC. (‘‘NYSE 
Amex’’ or the ‘‘Exchange’’) filed with the 
Securities and Exchange Commission 
(‘‘SEC’’ or ‘‘Commission’’) the proposed 
rule change as described in Items I and 
II below, which Items have been 
prepared by the Exchange. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to establish a 
new participant category for purposes of 
the fee schedule and to modify the fees 
for Firm executions. The text of the 
proposed rule change is attached as 
Exhibit 5 to the 19b–4 form. A copy of 
this filing is available on the Exchange’s 
Web site at http://www.nyse.com, at the 
Exchange’s principal office, on the 
Commission’s Web site at http:// 
www.sec.gov, and at the Commission’s 
Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 

and discussed any comments it received 
on the proposed rule change. The text 
of those statements may be examined at 
the places specified in Item IV below. 
The Exchange has prepared summaries, 
set forth in sections A, B, and C below, 
of the most significant parts of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The Exchange is proposing to 
establish a new participant category for 
purposes of the fee schedule. Presently, 
the Exchange makes no distinction 
between Broker/Dealers who clear in the 
customer range and Broker/Dealers who 
clear in the market maker range. Broker/ 
Dealers who clear in the market maker 
range are registered market makers at 
other exchanges and accordingly will be 
identified on the fee schedule as Non- 
NYSE Amex Option Market Makers.3 

The Exchange will assess Non-NYSE 
Amex Option Market Makers a fee of 
$.40 per contract for all electronic 
executions. The fee for Non-NYSE 
Amex Option Market Maker orders 
executed manually will be $.25 per 
contract. The Exchange notes that the 
$.40 per contract rate is comparable to 
or less than the rate charged by other 
exchanges for transactions by market 
makers who are registered as such in the 
same options on another exchange.4 

Presently the Exchange charges for 
manual executions that clear in the Firm 
range according to a tiered schedule. At 
this time the Exchange intends to revert 
back to the pricing that was in effect 
previously for manual executions that 
clear in the Firm range. The tiered 
pricing will be replaced with a fixed per 
contract fee of $0.25 for all manual 
executions that clear in the Firm range. 
Additionally, the Exchange intends to 
no longer charge for any Firm 
Facilitations, which are defined as 
trades that clear in the Firm range 
(clearance account ‘‘F’’) and customer on 
the contra (clearance account ‘‘C’’) with 
the same clearing Firm symbol on both 
sides of the trade. 

These changes are intended to be 
effective immediately for all 
transactions beginning August 4, 2010. 

2. Statutory Basis 
The Exchange believes that the 

proposed rule change is consistent with 
the provisions of Section 6(b) of the 
Act,5 in general, and Section 6(b)(4) of 
the Act,6 in particular, in that it is 
designed to provide for the equitable 
allocation of reasonable dues, fees, and 
other charges among its members and 
other persons using its facilities. The 
Exchange has determined, as part of an 
ongoing review of its operations, that 
the proposed changes to the fee 
schedule are necessary in the interests 
of better allocating the costs of operating 
the Exchange in a fair and equitable 
manner, taking into account that NYSE 
Amex Options market makers incur 
additional costs that Non-NYSE Amex 
Options market makers who do 
transactions here do not incur. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were solicited 
or received with respect to the proposed 
rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing rule change is effective 
upon filing pursuant to Section 
19(b)(3)(A) 7 of the Act and 
subparagraph (f)(2) of Rule 19b–4 8 
thereunder, because it establishes a due, 
fee, or other charge imposed by NYSE 
Amex. 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
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9 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 
4 15 U.S.C. 78s(b)(3)(A). 
5 17 CFR 240.19b–4(f)(6). 

6 For example, pursuant to NYSE Amex Options 
Rule 964NY(b)(C)(iv), all orders of five contracts or 
less are allocated to a Specialist Pool. If an ATP 
Holder was to break up a large order into several 
smaller orders of five contracts or less, the 
Specialist Pool could unfairly garner a greater trade 
allocation than it was otherwise entitled to. 

Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSEAmex–2010–81 on 
the subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–NYSEAmex–2010–81. This 
file number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of the filing also 
will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR– 
NYSEAmex–2010–81 and should be 
submitted on or before September 7, 
2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.9 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20150 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62667; File No. SR– 
NYSEAmex–2010–77] 

Self-Regulatory Organizations; NYSE 
Amex, Inc.; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change Amending Rule 995NY 

August 9, 2010. 
Pursuant to Section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 
(‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that on August 2, 
2010, NYSE Amex LLC (‘‘NYSE Amex’’ 
or the ‘‘Exchange’’) filed with the 
Securities and Exchange Commission 
(the ‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the self-regulatory organization. 
NYSE Amex filed the proposed rule 
change as a ‘‘non-controversial’’ 
proposal pursuant to Section 19(b)(3)(A) 
of the Act 4 and Rule 19b–4(f)(6) 
thereunder,5 which renders the proposal 
effective upon filing with the 
Commission. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to amend 
Rule 995NY–Prohibited Conduct, by 
adding a provision that states that the 
practice of unbundling an order is 
considered conduct inconsistent with 
just and equitable principles of trade. 
The text of the proposed rule change is 
available on the Exchange’s Web site at 
http://www.nyse.com, on the 
Commission’s Web site at http:// 
www.sec.gov, at the Exchange, and at 
the Commission’s Public Reference 
Room. A copy of this filing is available 
on the Exchange’s Web site at http:// 
www.nyse.com, at the Exchange’s 
principal office and at the Commission’s 
Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 

on the proposed rule change. The text 
of those statements may be examined at 
the places specified in Item IV below. 
The Exchange has prepared summaries, 
set forth in sections A, B, and C below, 
of the most significant parts of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The purpose of the proposed rule 

change is to amend Rule 995NY by 
adding subsection (d) which will 
expressly prohibit the splitting-up of an 
order into smaller orders; a practice also 
know as unbundling, or trade 
shredding. More specifically, the 
Exchange is proposing to add language 
to its existing rules to prohibit NYSE 
Amex Options Trading Permit Holders 
(‘‘ATP Holders’’) from splitting orders 
into multiple smaller orders for any 
purpose other than best execution. 

Unbundling, or trade shredding, is the 
practice of breaking up an order into 
multiple smaller orders for some 
purpose other than best execution of the 
order. The practice of unbundling has in 
the past been used for such purposes as 
improperly maximizing commissions 
and fees charged to customers, 
distorting trade data, or circumventing 
rules pertaining to maximum order size. 
In addition, the unbundling of a large 
order into several smaller orders could 
be done so as to affect the allocation of 
a trade among market participants 
pursuant to the allocation methodology 
used by the Exchange.6 Finally, the 
Exchange believes that the unbundling 
of orders generally serves no purpose to 
the customer that entered the order and 
may cause unnecessary delays in the 
execution of said orders. 

Pursuant to NYSE Amex Rule 
476(a)(6), ATP Holders must observe 
high standards of commercial honor and 
just and equitable principles of trade. 
NYSE Amex would consider an ATP 
Holder to have engaged in conduct 
inconsistent with just and equitable 
principles of trade were they to 
unbundle an order which (1) Distorts 
fees and/or commissions to the 
detriment of a customer or the 
Exchange, (2) causes an unnecessary 
delay in the execution of an order, or (3) 
circumvents an Exchange rule or federal 
securities law, including those rules 
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7 See International Securities Exchange Rule 723 
Supplementary Material .01, and NASDAQ OMX 
PHLX Rule 1015(a)(v). 

8 15 U.S.C. 78f(b). 
9 15 U.S.C. 78f(b)(5). 

10 15 U.S.C. 78s(b)(3)(A)(iii). 
11 17 CFR 240.19b–4(f)(6). 
12 15 U.S.C. 78s(b)(3)(A). 
13 17 CFR 240.19b–4(f)(6)(iii). In addition, Rule 

19b–4(f)(6)(iii) requires a self-regulatory 
organization to provide the Commission with 
written notice of its intent to file the proposed rule 
change, along with a brief description and text of 
the proposed rule change, at least five business days 
prior to the date of filing of the proposed rule 
change, or such shorter time as designated by the 
Commission. The Exchange has fulfilled this 
requirement. 14 17 CFR 200.30–3(a)(12). 

pertaining to order size and trade 
allocation. ATP Holders engaging in 
conduct inconsistent with just and 
equitable principles of trade are subject 
to formal disciplinary action by the 
Exchange. 

NYSE Amex now proposes to adopt 
new Rule 995NY(d), which will 
expressly state that the Exchange 
considers it to be conduct inconsistent 
with just and equitable principals of 
trade for an ATP Holder to split an order 
into multiple smaller orders for any 
purpose other than seeking the best 
execution of the entire order. 

The Exchange believes that by 
adopting this proposed new rule, which 
serves to codify existing Exchange 
procedures when dealing with the 
unlawful unbundling of orders, will 
deter, and help to prevent this distortive 
practice, and therefore promote just and 
equitable principles of trade. 

The Exchange notes that other U.S. 
options exchanges have rules 
prohibiting the unbundling of orders for 
a variety of reasons and violations of 
these rules may be considered conduct 
inconsistent with just and equitable 
principles of trade.7 

2. Statutory Basis 

The Exchange believes that its 
proposal is consistent with Section 6(b) 
of the Securities Exchange Act of 1934 
(the ‘‘Act’’),8 in general, and furthers the 
objectives of Section 6(b)(5) of the Act,9 
in particular, in that it is designed to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. The rule is designed to 
deter, and help to prevent the distortive 
practice of unbundling, or trade 
shredding, and therefore promote just 
and equitable principles of trade. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were solicited 
or received with respect to the proposed 
rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The Exchange has filed the proposed 
rule change pursuant to Section 
19(b)(3)(A)(iii) of the Act 10 and Rule 
19b–4(f)(6) thereunder.11 Because the 
proposed rule change does not: (i) 
Significantly affect the protection of 
investors or the public interest; (ii) 
impose any significant burden on 
competition; and (iii) become operative 
prior to 30 days from the date on which 
it was filed, or such shorter time as the 
Commission may designate if consistent 
with the protection of investors and the 
public interest, the proposed rule 
change has become effective pursuant to 
Section 19(b)(3)(A) of the Act 12 and 
Rule 19b–4(f)(6)(iii) thereunder.13 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSEAmex–2010–77 on 
the subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 

All submissions should refer to File 
Number SR–NYSEAmex–2010–77. This 
file number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of the filing also 
will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR– 
NYSEAmex–2010–77 and should be 
submitted on or before September 7, 
2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.14 

Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20149 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

3 These fees are similar to the ‘‘maker/taker’’ fees 
currently assessed by NASDAQ OMX PHLX 
(‘‘PHLX’’). PHLX currently charges a fee for 
removing liquidity to the following class of market 
participants: (i) Customer, (ii) Directed Participant, 
(iii) Specialist, ROT, SQT and RSQT, (iv) Firm, (v) 
Broker-Dealer, and (vi) Professional. PHLX also 
provides a rebate for adding liquidity to the 
following class of market participants: (i) Customer, 
(ii) Directed Participant, (iii) Specialist, ROT, SQT 
and RSQT, and (iv) Professional. PHLX also charges 
a fee for adding liquidity to the following class of 
market participants: (i) Firm, and (ii) Broker-Dealer. 
See Securities Exchange Act Release Nos. 61684 
(March 10, 2010), 75 FR 13189 (March 18, 2010); 
61932 (April 16, 2010), 75 FR 21375 (April 23, 
2010); 61961 (April 22, 2010), 75 FR 22881 (April 
30, 2010); and 62472 (July 8, 2010), 75 FR 41250 
(July 15, 2010). 

4 A Market Maker Plus is a market maker who is 
on the National Best Bid or National Best Offer 80% 
of the time for series trading between $0.03 and 
$5.00 (for options whose underlying stock’s 
previous trading day’s last sale price was less than 
or equal to $100) and between $0.10 and $5.00 (for 
options whose underlying stock’s previous trading 
day’s last sale price was greater than $100) in 
premium in each of the front two expiration months 
and 80% of the time for series trading between 
$0.03 and $5.00 (for options whose underlying 
stock’s previous trading day’s last sale price was 
less than or equal to $100) and between $0.10 and 
$5.00 (for options whose underlying stock’s 
previous trading day’s last sale price was greater 
than $100) in premium across all expiration months 
in order to receive the rebate. The Exchange 
determines whether a market maker qualifies as a 
Market Maker Plus at the end of each month by 
looking back at each market maker’s quoting 
statistics during that month. If at the end of the 
month, a market maker meets the Exchange’s stated 
criteria, the Exchange rebates $0.10 per contract for 
transactions executed by that market maker during 
that month. The Exchange provides market makers 
a report on a daily basis with quoting statistics so 
that market makers can determine whether or not 
they are meeting the Exchange’s stated criteria. 

5 A Non-ISE Market Maker, or Far Away Market 
Maker (‘‘FARMM’’), is a market maker as defined in 
Section 3(a)(38) of the Securities Exchange Act of 
1934, as amended (‘‘Exchange Act’’), registered in 
the same options class on another options 
exchange. 

6 A Customer (Professional) is a person who is not 
a broker/dealer and is not a Priority Customer. 

7 A Priority Customer is defined in ISE Rule 
100(a)(37A) as a person or entity that is not a 
broker/dealer in securities, and does not place more 
than 390 orders in listed options per day on average 
during a calendar month for its own beneficial 
account(s). 

8 The Chicago Board Options Exchange (‘‘CBOE’’) 
currently makes a similar distinction between large 
size customer orders that are fee liable and small 
size customer orders whose fees are waived. CBOE 
currently waives fees for customer orders of 99 
contracts or less in options on exchange-traded 

funds (‘‘ETFs’’) and Holding Company Depositary 
Receipts (‘‘HOLDRs’’) and charges a transaction fee 
for customer orders that exceed 99 contracts. See 
Securities Exchange Act Release No. 59892 (May 8, 
2009), 74 FR 22790 (May 14, 2009). 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62665; File No. SR–ISE– 
2010–82] 

Self-Regulatory Organizations; 
International Securities Exchange, 
LLC; Notice of Filing and Immediate 
Effectiveness of Proposed Rule 
Change Relating to Fees and Rebates 
for Adding and Removing Liquidity 

August 9, 2010. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that, on August 
2, 2010, the International Securities 
Exchange, LLC (the ‘‘Exchange’’ or the 
‘‘ISE’’) filed with the Securities and 
Exchange Commission (‘‘SEC’’ or 
‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the Exchange. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The ISE is proposing to amend its 
transaction fees and rebates for adding 
and removing liquidity. The text of the 
proposed rule change is available on the 
Exchange’s Web site (http:// 
www.ise.com), at the principal office of 
the Exchange, on the Commission’s Web 
site at http://www.sec.gov, and at the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 
sections A, B and C below, of the most 
significant aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The Exchange proposes to increase 

liquidity and attract order flow by 

amending its transaction fees and 
rebates for adding and removing 
liquidity (‘‘maker/taker fees’’).3 The 
Exchange’s maker/taker fees currently 
apply to the following categories of 
market participants: 

(i) Market Maker; (ii) Market Maker 
Plus; 4 (iii) Non-ISE Market Maker; 5 (iv) 
Firm Proprietary; 

(v) Customer (Professional); 6 (vi) 
Priority Customer,7 100 or more 
contracts; and (vii) Priority Customer, 
less than 100 contracts.8 

Current Transaction Charges for Adding 
and Removing Liquidity 

The Exchange currently assesses a per 
contract transaction charge to market 
participants that remove, or ‘‘take,’’ 
liquidity from the Exchange in the 
following options classes: PowerShares 
QQQ trust (‘‘QQQQ’’), Bank of America 
Corporation (‘‘BAC’’), Citigroup, Inc. 
(‘‘C’’), Standard and Poor’s Depositary 
Receipts/SPDRs (‘‘SPY’’), iShares Russell 
2000 (‘‘IWM’’), Financial Select Sector 
SPDR (‘‘XLF’’), Apple, Inc. (‘‘AAPL’’), 
General Electric Company (‘‘GE’’), 
JPMorgan Chase & Co. (‘‘JPM’’), Intel 
Corporation (‘‘INTC’’), Goldman Sachs 
Group, Inc. (‘‘GS’’), Research in Motion 
Limited (‘‘RIMM’’), AT&T, Inc. (‘‘T’’), 
Verizon Communications, Inc. (‘‘VZ’’), 
United States Natural Gas Fund 
(‘‘UNG’’), Freeport-McMoRan Copper & 
Gold, Inc. (‘‘FCX’’), Cisco Systems, Inc. 
(‘‘CSCO’’), Diamonds Trust, Series 1 
(‘‘DIA’’), Amazon.com, Inc. (‘‘AMZN’’), 
United States Steel Corporation (‘‘X’’), 
Alcoa Inc. (‘‘AA’’), American 
International Group, Inc. (‘‘AIG’’), 
American Express Company (‘‘AXP’’), 
Best Buy Company (‘‘BBY’’), Caterpillar, 
Inc. (‘‘CAT’’), Chesapeake Energy 
Corporation (‘‘CHK’’), Dendreon 
Corporation (‘‘DNDN’’), iShares MSCI 
Emerging Markets Index Fund (‘‘EEM’’), 
iShares MSCI EAFE Index Fund 
(‘‘EFA’’), iShares MSCI Brazil Index 
Fund (‘‘EWZ’’), Ford Motor Company 
(‘‘F’’), Direxion Shares Financial Bull 
(‘‘FAS’’), Direxion Shares Financial Bear 
(‘‘FAZ’’), First Solar, Inc. (‘‘FSLR’’), 
Market Vectors ETF Gold Miners 
(‘‘GDX’’), SPDR Gold Trust (‘‘GLD’’), 
iShares DJ US Real Estate Index Fund 
(‘‘IYR’’), MGM Mirage (‘‘MGM’’), Morgan 
Stanley (‘‘MS’’), Microsoft Corporation 
(‘‘MSFT’’), Micron Technology, Inc. 
(‘‘MU’’), Palm, Inc. (‘‘PALM’’), Petroleo 
Brasileiro S.A. (‘‘PBR’’), The Procter & 
Gamble Company (‘‘PG’’), Potash 
Corporation of Saskatchewan (‘‘POT’’), 
Transocean Ltd. (‘‘RIG’’), ProShares 
UltraShort S&P 500 (‘‘SDS’’), iShares 
Silver Trust (‘‘SLV’’), Energy Select 
Sector SPDR Fund (‘‘XLE’’), Exxon Mobil 
Corporation (‘‘XOM’’), Barrick Gold 
Corporation (‘‘ABX’’), Bristol-Myers 
Squibb Company (‘‘BMY’’), BP p.l.c. 
(‘‘BP’’), ConocoPhillips (‘‘COP’’), Dell 
Computer Corporation (‘‘DELL’’), 
Dryships Inc. (‘‘DRYS’’), iShares Trust 
FTSE/Xinhua China 25 Index Fund 
(‘‘FXI’’), Halliburton Company (‘‘HAL’’), 
International Business Machines 
Corporation (‘‘IBM’’), The Coca-Cola 
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9 Although these options classes will no longer be 
subject to the tiered market maker transaction fees, 
the volume from these options classes will continue 
to be used in the calculation of the tiers so that this 
new pricing does not affect a market maker’s fee in 
all other names. 

10 The concept of incenting market makers with 
a rebate is not novel. In 2008, the CBOE established 
a program for its Hybrid Agency Liaison whereby 
it provides a $0.20 per contact rebate to its market 
makers provided that at least 80% of the market 
maker’s quotes in a class during a month are on one 
side of the national best bid or offer. Market makers 
not meeting CBOE’s criteria are not eligible to 
receive a rebate. See Securities Exchange Act 
Release No. 57231 (January 30, 2008), 73 FR 6752 
(February 5, 2008). The CBOE has since lowered the 
criteria from 80% to 60%. See Securities Exchange 
Act Release No. 57470 (March 11, 2008), 73 FR 
14514 (March 18, 2008). 

11 ISE currently has a payment-for-order-flow 
(‘‘PFOF’’) program that helps the Exchange’s market 
makers establish PFOF arrangements with an 

Electronic Access Member (‘‘EAM’’) in exchange for 
that EAM preferencing some or all of its order flow 
to that market maker. This program is funded 
through a fee paid by Exchange market makers for 
each customer contract they execute, and is 
administered by both Primary Market Makers 
(‘‘PMM’’) and Competitive Market Makers (‘‘CMM’’), 
depending to whom the order is preferenced. 

12 The Exchange assesses a Cancellation Fee of 
$2.00 to EAMs that cancel at least 500 orders in a 
month, for each order cancellation in excess of the 
total number of orders such member executed that 
month. All orders from the same clearing EAM 
executed in the same underlying symbol at the 
same price within a 300 second period are 
aggregated and counted as one executed order for 
purposes of this fee. This fee is charged only to 
customer orders. 

13 See Securities Exchange Act Release No. 61731 
(March 18, 2010), 75 FR 14233 (March 24, 2010). 

14 See Securities Exchange Act Release No. 60817 
(October 13, 2009), 74 FR 54111 (October 21, 2009). 

Company (‘‘KO’’), Las Vegas Sands Corp. 
(‘‘LVS’’), McDonald’s Corporation 
(‘‘MCD’’), Altria Group Inc. (‘‘MO’’), 
Monsanto Company (‘‘MON’’), Nokia Oyj 
(‘‘NOK’’), Oracle Corporation (‘‘ORCL’’), 
Pfizer Inc. (‘‘PFE’’), QUALCOMM Inc 
(‘‘QCOM’’), Sprint Corporation (‘‘S’’), 
Schlumberger Limited (‘‘SLB’’), 
Semiconductor HOLDRs Trust (‘‘SMH’’), 
SanDisk Corporation (‘‘SNDK’’), 
Proshares Ultrashort Lehman (‘‘TBT’’), 
United States Oil Fund (‘‘USO’’), Visa 
Inc (‘‘V’’), Companhia Vale Do Rio Doce 
(‘‘VALE’’), Weatherford International 
Inc. (‘‘WFT’’), Industrial Select Sector 
SPDR (‘‘XLI’’), SPDR S&P Retail ETF 
(‘‘XRT’’), and Yahoo! Inc. (‘‘YHOO’’) (the 
‘‘Select Symbols’’). The per contract 
transaction charge depends on the 
category of market participant 
submitting an order or quote to the 
Exchange that removes liquidity.9 
Priority Customer Complex orders, 
regardless of size, are not assessed a fee 
for removing liquidity. 

The Exchange also currently assesses 
transaction charges for adding liquidity 
in options on the Select Symbols. 
Priority Customer orders, regardless of 
size, and Market Maker Plus orders are 
not assessed a fee for adding liquidity. 

Current Rebates 
In order to promote and encourage 

liquidity in options classes that are 
subject to maker/taker fees, the 
Exchange currently offers a $0.10 per 
contract rebate for Market Maker Plus 
orders sent to the Exchange.10 Further, 
in order to incentivize members to 
direct retail orders to the Exchange, 
Priority Customer Complex orders, 
regardless of size, currently receive a 
rebate of $0.15 per contract on all legs 
when these orders trade with non- 
customer orders in the Exchange’s 
Complex Orderbook. Additionally, the 
Exchange’s Facilitation Mechanism has 
an auction which allows for 
participation in a trade by members 
other than the member who entered the 
trade. To incentivize members, the 

Exchange currently offers a rebate of 
$0.15 per contract to contracts that do 
not trade with the contra order in the 
Facilitation Mechanism. This rebate is 
also offered to contracts that do not 
trade with the contra order in the Price 
Improvement Mechanism. 

Fee Changes 

The Exchange proposes to remove the 
following options class from the 
Exchange’s maker/taker fee schedule: 
PALM. 

Additionally, the Exchange currently 
assesses transaction charges for each leg 
of Complex Orders that remove liquidity 
in the Select Symbols, as follows: (i) 
$0.25 per contract for Market Maker, 
Market Maker Plus, Firm Proprietary 
and Customer (Professional) orders; and 
(ii) $0.35 per contract for Non-ISE 
Market Maker orders. Priority Customer 
Complex orders, regardless of size, are 
not assessed a fee for removing 
liquidity. The Exchange proposes to 
increase the transaction charge for 
Market Maker, Market Maker Plus, Firm 
Proprietary and Customer (Professional) 
orders from $0.25 per contract to $0.27 
per contract for each leg of Complex 
Orders that remove liquidity in the 
Select Symbols. However, ISE market 
makers who remove liquidity in the 
Select Symbols from the Complex 
Orderbook by trading with orders that 
are preferenced to them will continue to 
be charged $0.25 per contract. The fee 
for Non-ISE Market Maker orders and 
Priority Customer Complex orders will 
remain at their current levels. 

Finally, as an incentive for members 
to direct customer order flow to the 
Exchange, Priority Customer Complex 
orders, regardless of size, currently 
receive a rebate of $0.15 per contract on 
all legs when these orders trade with 
non-customer orders in the Exchange’s 
Complex Order Book. The Exchange 
proposes to increase this rebate from 
$0.15 per contract to $0.20 per contract. 

Other Fees 

Fees for orders executed in the 
Exchange’s Facilitation, Solicited Order, 
Price Improvement and Block Order 
Mechanisms are for contracts that are 
part of the originating or contra order. 

• Complex orders executed in the 
Facilitation and Solicited Order 
Mechanisms are charged fees only for 
the leg of the trade consisting of the 
most contracts. 

• Payment for Order Flow fees will 
not be collected on transactions in 
options overlying the Select Symbols.11 

• The Cancellation Fee will continue 
to apply to options overlying the Select 
Symbols.12 

• The Exchange has a $0.20 per 
contract fee credit for members who, 
pursuant to Supplementary Material .02 
to Rule 803, execute a transaction in the 
Exchange’s flash auction as a response 
to orders from persons who are not 
broker/dealers and who are not Priority 
Customers.13 For options overlying the 
Select Symbols, the Exchange provides 
a $0.10 per contract fee credit for 
members who execute a transaction in 
the Exchange’s flash auction as a 
response to orders from persons who are 
not broker/dealers and who are not 
Priority Customers. 

• The Exchange has a $0.20 per 
contract fee for market maker orders 
sent to the Exchange by EAMs.14 Market 
maker orders sent to the Exchange by 
EAMs will be assessed a fee of $0.25 per 
contract for removing liquidity in 
options overlying the Select Symbols 
and $0.10 per contract for adding 
liquidity in options overlying the Select 
Symbols. 

The Exchange has designated this 
proposal to be operative on August 2, 
2010. 

2. Statutory Basis 
The basis under the Exchange Act for 

this proposed rule change is the 
requirement under Section 6(b)(4) that 
an exchange have an equitable 
allocation of reasonable dues, fees and 
other charges among its members and 
other persons using its facilities. The 
impact of the proposal upon the net fees 
paid by a particular market participant 
will depend on a number of variables, 
most important of which will be its 
propensity to add or remove liquidity in 
options overlying the Select Symbols. 
The Exchange operates in a highly 
competitive market in which market 
participants can readily direct order 
flow to another exchange if they deem 
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15 See PHLX Fee Schedule. See also Securities 
Exchange Act Release No. 61398 (January 22, 2010), 
75 FR 4884 (January 29, 2010) (SR–PHLX–2009– 
116). 

16 15 U.S.C. 78s(b)(3)(A). 
17 17 CFR 240.19b–4(f)(2). 

18 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

fee levels at a particular exchange to be 
excessive. The Exchange believes that 
the proposed fees it charges for options 
overlying the Select Symbols remain 
competitive with fees charged by other 
exchanges and therefore continue to be 
reasonable and equitably allocated to 
those members that opt to direct orders 
to the Exchange rather than to a 
competing exchange. In particular, the 
Exchange believes increasing the rebate 
for Priority Customer Complex orders 
will attract additional order flow to the 
Exchange. As to the proposed fee 
change for taking liquidity from the 
Complex Order Book, the Exchange 
believes the proposed increase is 
reasonable and equitable in that the 
increase applies to all market 
participants that were previously 
subject to this fee. Moreover, the 
Exchange believes that the proposed 
fees are fair, equitable and not unfairly 
discriminatory because the proposed 
fees are consistent with price 
differentiation that exists today at all 
option exchanges. Additionally, the 
Exchange believes it remains an 
attractive venue for market participants 
to trade complex orders despite the 
proposed nominal fee increase as its 
fees are still lower than fees charged by 
other options exchanges. PHLX, For 
example, currently charges Broker- 
Dealers and Firms $0.45 per contract for 
removing liquidity from its Complex 
Order Live Auction.15 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing rule change has become 
effective pursuant to Section 19(b)(3) of 
the Act 16 and Rule 19b–4(f)(2) 17 
thereunder. At any time within 60 days 

of the filing of such proposed rule 
change, the Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–ISE–2010–82 on the subject 
line. 

Paper Comments 
• Send paper comments in triplicate 

to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–ISE–2010–82. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of the filing also 
will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 

should refer to File Number SR–ISE– 
2010–82 and should be submitted on or 
before September 7, 2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.18 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20147 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62683; File No. SR–EDGA– 
2010–09] 

Self-Regulatory Organizations; EDGA 
Exchange, Inc.; Notice of Filing of 
Proposed Rule Change Relating to a 
Revenue Sharing Program With 
Correlix, Inc. 

August 10, 2010. 
Pursuant to Section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that, July 28, 
2010, EDGA Exchange, Inc. (the 
‘‘Exchange’’ or ‘‘EDGA’’) filed with the 
Securities and Exchange Commission 
(the ‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the Exchange. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

EDGA proposes to establish a revenue 
sharing program with Correlix, Inc. 
(‘‘Correlix’’). There is no new proposed 
rule text. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
self-regulatory organization has 
prepared summaries, set forth in 
Sections A, B and C below, of the most 
significant aspects of such statements. 
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4 The time that elapses from an order message’s 
receipt by an Exchange device until the time that 
a matching engine acknowledgement with respect 
to such order message is transmitted from the 
Exchange device back to the user. For market data, 
the time measurement will be from the time that the 
market data engine receives a market data update 
until the time that the market data update is 
transmitted from the Exchange device back to the 
user. 

5 In addition to the boundary-level Exchange 
latency information, match level information will 
also provide further elapsed time detail for 
messaging between Exchange internal systems. 

6 The product measures latency of orders whether 
the orders are rejected, executed, or partially 
executed. 

7 15 U.S.C. 78f(b)(5). 
8 15 U.S.C. 78f. 
9 15 U.S.C. 78f(b)(4). 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and the 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The Exchange is filing a proposed rule 
change to establish a revenue sharing 
program with Correlix effective upon 
filing with the Commission. Pursuant to 
an agreement with Correlix, Correlix 
will provide to users of the Exchange 
real-time analytical tools to measure the 
latency of orders to and from that 
System. Under the agreement, the 
Exchange will receive 30% of the total 
monthly subscription fees received by 
Correlix from parties who have 
contracted directly with Correlix to use 
their RaceTeam latency measurement 
service for the Exchange. The Exchange 
will not bill or contract with any 
Correlix RaceTeam customer directly. 

Pricing for the Correlix RaceTeam 
product for the Exchange varies 
depending on the depth of latency 
information requested, the number of 
unique MPIDs subscribed by the 
customer, and the number of ports 
available for monitoring by Correlix. For 
boundary-level Exchange latency 
information,4 the fee will be an initial 
$1,500 monthly base fee for the first 25 
ports associated in aggregate with any of 
the MPIDs selected by the Member for 
latency monitoring. For each additional 
25 ports associated in aggregate with 
any of the MPIDs selected by the 
Member for latency monitoring, an 
additional monthly charge of $750 will 
be assessed. For match-level Exchange 
latency information,5 the fee will be an 
initial $2,000 monthly base fee for the 
first 25 ports associated in aggregate 
with any of the MPIDs selected for 
latency monitoring, and an additional 
$1000 per month for each additional 25 
ports associated in aggregate with any of 
the MPIDs selected for latency 
monitoring. 

Under the program, Correlix will see 
an individualized unique Exchange- 
generated identifier that will allow 
Correlix RaceTeam to determine round 

trip order time,6 from the time the order 
reaches the Exchange extranet, through 
the Exchange matching engine, and back 
out of the Exchange extranet. The 
RaceTeam product offering does not 
measure latency outside of the Exchange 
extranet. The unique identifier serves as 
a technological information barrier so 
that the RaceTeam data collector will 
only be able to view data for Correlix 
RaceTeam subscriber firms related to 
latency. Correlix will not see 
subscriber’s individual order detail such 
as security, price or size. Individual 
RaceTeam subscribers’ logins will 
restrict access to only their own latency 
data. Correlix will see no specific 
information regarding the trading 
activity of non-subscribers. 

The Exchange believes that above 
arrangement will provide users of the 
Exchange greater transparency into the 
processing of their trading activity and 
allow them to make more efficient 
trading decisions. 

2. Statutory Basis 
The statutory basis for the proposed 

rule change is Section 6(b)(5) of the 
Act,7 which requires the rules of an 
exchange to promote just and equitable 
principles of trade, to foster cooperation 
and coordination with persons engaged 
in regulating, clearing, settling, 
processing information with respect to, 
and facilitating transactions in 
securities, to remove impediments to 
and perfect the mechanism of a free and 
open market and a national market 
system and, in general, to protect 
investors and the public interest. In 
particular, the proposal will provide 
greater transparency into trade and 
information processing and thus allow 
market participants to make better- 
informed and more efficient trading 
decisions. 

In addition, the Exchange believes 
that the proposed rule change is 
consistent with the provisions of 
Section 6 of the Act,8 in general, and 
with Section 6(b)(4) of the Act,9 in 
particular, in that it provides for the 
equitable allocation of reasonable dues, 
fees and other charges among members 
and issuers and other persons using any 
facility or system which the Exchange 
operates or controls. In particular, the 
Exchange notes that it operates in a 
highly competitive market in which 
market participants can readily direct 
orders to competing venues and that use 
of the Correlix RaceTeam product is 

completely voluntary. Further, the 
Exchange makes the RaceTeam product 
uniformly available pursuant to a 
standard non-discriminatory pricing 
schedule offered by Correlix. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 45 days of the date of 
publication of this notice in the Federal 
Register or within such longer period 
up to 90 days (i) as the Commission may 
designate if it finds such longer period 
to be appropriate and publishes its 
reasons for so finding or (ii) as to which 
the self-regulatory organization 
consents, the Commission will: 

(A) By order approve or disapprove 
the proposed rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–EDGA–2010–09 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–EDGA–2010–09. This file 
number should be included on the 
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10 The text of the proposed rule change is 
available on Exchange’s Web site at http:// 
www.directedge.com, on the Commission’s Web site 
at http://www.sec.gov, at EDGA, and at the 
Commission’s Public Reference Room. 

11 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 62437 

(July 1, 2010), 75 FR 39599. 
4 Non-members may include non-member service 

bureaus that act as a conduit for orders entered by 
Exchange Members that are their customers, as well 
as sponsored participants and market data 
recipients. 

5 See Securities Exchange Act Release No. 61545 
(February 19, 2010), 75 FR 8769 (February 25, 2010) 
(order approving File No. SR–BATS–2009–032). See 
also Securities Exchange Act Release No. 62392 
(June 28, 2010), 75 FR 38857 (July 6, 2010) (notice 
of filing of File No. SR–Nasdaq–2010–077). 

6 In approving this proposed rule change, the 
Commission has considered the proposed rule’s 
impact on efficiency, competition, and capital 
formation. See 15 U.S.C. 78c(f). 

7 15 U.S.C. 78f(b)(4). 
8 15 U.S.C. 78f(b)(5). 
9 15 U.S.C. 78f(b)(8). 
10 17 CFR 242.603(a). 

subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission,10 all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 
10 a.m. and 3 p.m. Copies of the filing 
also will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–EDGA– 
2010–09 and should be submitted on or 
before September 7, 2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.11 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20105 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62680; File No. SR–EDGX– 
2010–06] 

Self-Regulatory Organizations; EDGX 
Exchange, Inc.; Order Approving 
Proposed Rule Change to Amend the 
EDGX Fee Schedule to Impose Fees 
for Physical Ports Used To Connect To 
EDGX Exchange 

August 10, 2010. 

I. Introduction 
On July 1, 2010, the EDGX Exchange, 

Inc. (‘‘EDGX’’ or ‘‘Exchange’’) filed with 
the Securities and Exchange 

Commission (‘‘Commission’’), pursuant 
to Section 19(b)(1) of the Securities 
Exchange Act of 1934 (‘‘Act’’) 1 and Rule 
19b–4 thereunder,2 a proposed rule 
change to amend its fee schedule to 
begin charging an annual fee to 
Members and non-members for certain 
physical ports used to connect to the 
Exchange’s systems. The proposed rule 
change was published for comment in 
the Federal Register on July 9, 2010.3 
The Commission received no comment 
letters regarding the proposal. This 
order approves the proposed rule 
change. 

II. Description of the Proposal 
The Exchange proposes to begin 

charging an annual fee to Members and 
non-members for physical ports used to 
connect to the Exchange’s systems for 
purposes that include order entry and 
the receipt of Exchange data. A physical 
port is a port used by a Member or non- 
member to connect into the Exchange at 
the data centers where Exchange servers 
are located.4 Physical port connections 
can occur either through an external 
telecommunication circuit or a cross- 
connection. Currently, Members and 
non-members have a number of 
alternative methods available to them 
for connecting to the Exchange without 
the need to obtain an independent 
physical connection, including the use 
of financial extranets or service bureaus. 
The Exchange believes that some 
Members and non-members may wish to 
connect directly to the Exchange’s 
systems with their own dedicated 
circuit connection. To support their 
requirements and the associated 
infrastructure costs related to direct 
circuit connectivity, EDGX proposes to 
charge Members and non-members the 
following annual fees based on the 
connectivity service type: 

Connection 
service type 

Annual fee per 
physical port 

1 Gb Copper ......................... 5,000 
1 Gb Fiber ............................ 7,500 
10 Gb Fiber .......................... 10,000 

Only one physical port is required to 
access all services for EDGX. However, 
Members and non-members may choose 
more than one physical port and 
different connection service types based 
on their needs. The Exchange notes that 

other market centers provide similar 
services to their Members and non- 
members.5 

The Exchange believes that the 
proposal will offer market participants 
additional EDGX connectivity choices, 
providing for greater access to EDGX 
while allowing each market participant 
to choose the method of connectivity 
based on its specific needs. 

III. Discussion 
The Commission finds that the 

proposed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a national securities 
exchange.6 Specifically, the 
Commission finds that the proposal is 
consistent with Section 6(b)(4) of the 
Act,7 which requires the equitable 
allocation of reasonable dues, fees and 
other charges among its members and 
other persons using its facilities, and 
Section 6(b)(5) of the Act,8 which 
requires, among other things, that the 
rules of a national securities exchange 
be designed to promote just and 
equitable principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market 
and a national market system and, in 
general, to protect investors and the 
public interest, and not be designed to 
permit unfair discrimination between 
customers, issuers, brokers, or dealers. 
The Commission also finds that the 
proposed rule change is consistent with 
Section 6(b)(8) of the Act,9 which 
requires that the rules of an exchange 
not impose a burden on competition not 
necessary or appropriate in furtherance 
of the purpose of the Act. Finally, the 
Commission finds that the proposed 
rule change is consistent with Rule 
603(a) of Regulation NMS,10 which 
requires an exclusive processor that 
distributes information with respect to 
quotations for or transactions in an NMS 
stock to do so on terms that are fair and 
reasonable and not unreasonably 
discriminatory. 

The Commission believes that the 
proposed physical port fees are 
equitably allocated among Members and 
non-members and do not unfairly or 
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11 See Securities Exchange Act Release No. 59039 
(December 2, 2008), 73 FR 74770 (December 9, 
2008) (File No. SR–NYSEArca–2006–21). 

12 15 U.S.C. 78s(b)(2). 
13 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 62436 

(July 1, 2010), 75 FR 39600. 

4 Non-members may include non-member service 
bureaus that act as a conduit for orders entered by 
Exchange Members that are their customers, as well 
as sponsored participants and market data 
recipients. 

5 See Securities Exchange Act Release No. 61545 
(February 19, 2010), 75 FR 8769 (February 25, 2010) 
(order approving File No. SR–BATS–2009–032). See 
also Securities Exchange Act Release No. 62392 
(June 28, 2010), 75 FR 38857 (July 6, 2010) (notice 
of filing of File No. SR–Nasdaq–2010–077). 

6 In approving this proposed rule change, the 
Commission has considered the proposed rule’s 
impact on efficiency, competition, and capital 
formation. See 15 U.S.C. 78c(f). 

7 15 U.S.C. 78f(b)(4). 
8 15 U.S.C. 78f(b)(5). 
9 15 U.S.C. 78f(b)(8). 
10 17 CFR 242.603(a). 
11 See Securities Exchange Act Release No. 59039 

(December 2, 2008), 73 FR 74770 (December 9, 
2008) (File No. SR–NYSEArca–2006–21). 

unreasonably discriminate between 
customers, issuers, brokers, or dealers 
because the proposed physical port fees 
do not distinguish among the type of 
participant but rather are the same for 
all Members and non-members. The 
Commission also believes that EDGX 
was subject to significant competitive 
pressure to act equitably, fairly, and 
reasonably in setting the physical port 
fees, in light of the highly competitive 
nature of the market for execution and 
routing services.11 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,12 that the 
proposed rule change (SR–EDGX–2010– 
06) be, and hereby is, approved. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.13 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20103 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62681; File No. SR–EDGA– 
2010–06] 

Self-Regulatory Organizations; EDGA 
Exchange, Inc.; Order Approving 
Proposed Rule Change To Amend the 
EDGA Fee Schedule To Impose Fees 
for Physical Ports Used To Connect to 
EDGA Exchange 

August 10, 2010. 

I. Introduction 

On July 1, 2010, the EDGA Exchange, 
Inc. (‘‘EDGA’’ or ‘‘Exchange’’) filed with 
the Securities and Exchange 
Commission (‘‘Commission’’), pursuant 
to Section 19(b)(1) of the Securities 
Exchange Act of 1934 (‘‘Act’’) 1 and Rule 
19b–4 thereunder,2 a proposed rule 
change to amend its fee schedule to 
begin charging an annual fee to 
Members and non-members for certain 
physical ports used to connect to the 
Exchange’s systems. The proposed rule 
change was published for comment in 
the Federal Register on July 9, 2010.3 
The Commission received no comment 
letters regarding the proposal. This 

order approves the proposed rule 
change. 

II. Description of the Proposal 

The Exchange proposes to begin 
charging an annual fee to Members and 
non-members for physical ports used to 
connect to the Exchange’s systems for 
purposes that include order entry and 
the receipt of Exchange data. A physical 
port is a port used by a Member or non- 
member to connect into the Exchange at 
the data centers where Exchange servers 
are located.4 Physical port connections 
can occur either through an external 
telecommunication circuit or a cross- 
connection. Currently, Members and 
non-members have a number of 
alternative methods available to them 
for connecting to the Exchange without 
the need to obtain an independent 
physical connection, including the use 
of financial extranets or service bureaus. 
The Exchange believes that some 
Members and non-members may wish to 
connect directly to the Exchange’s 
systems with their own dedicated 
circuit connection. To support their 
requirements and the associated 
infrastructure costs related to direct 
circuit connectivity, EDGA proposes to 
charge Members and non-members the 
following annual fees based on the 
connectivity service type: 

Connection service type Annual fee per 
physical port 

1 Gb Copper ......................... $5,000 
1 Gb Fiber ............................ 7,500 
10 Gb Fiber .......................... 10,000 

Only one physical port is required to 
access all services for EDGA. However, 
Members and non-members may choose 
more than one physical port and 
different connection service types based 
on their needs. The Exchange notes that 
other market centers provide similar 
services to their Members and non- 
members.5 

The Exchange believes that the 
proposal will offer market participants 
additional EDGA connectivity choices, 
providing for greater access to EDGA 
while allowing each market participant 
to choose the method of connectivity 
based on its specific needs. 

III. Discussion 
The Commission finds that the 

proposed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a national securities 
exchange.6 Specifically, the 
Commission finds that the proposal is 
consistent with Section 6(b)(4) of the 
Act,7 which requires the equitable 
allocation of reasonable dues, fees and 
other charges among its members and 
other persons using its facilities, and 
Section 6(b)(5) of the Act,8 which 
requires, among other things, that the 
rules of a national securities exchange 
be designed to promote just and 
equitable principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market 
and a national market system and, in 
general, to protect investors and the 
public interest, and not be designed to 
permit unfair discrimination between 
customers, issuers, brokers, or dealers. 
The Commission also finds that the 
proposed rule change is consistent with 
Section 6(b)(8) of the Act,9 which 
requires that the rules of an exchange 
not impose a burden on competition not 
necessary or appropriate in furtherance 
of the purpose of the Act. Finally, the 
Commission finds that the proposed 
rule change is consistent with Rule 
603(a) of Regulation NMS,10 which 
requires an exclusive processor that 
distributes information with respect to 
quotations for or transactions in an NMS 
stock to do so on terms that are fair and 
reasonable and not unreasonably 
discriminatory. 

The Commission believes that the 
proposed physical port fees are 
equitably allocated among Members and 
non-members and do not unfairly or 
unreasonably discriminate between 
customers, issuers, brokers, or dealers 
because the proposed physical port fees 
do not distinguish among the type of 
participant but rather are the same for 
all Members and non-members. The 
Commission also believes that EDGA 
was subject to significant competitive 
pressure to act equitably, fairly, and 
reasonably in setting the physical port 
fees, in light of the highly competitive 
nature of the market for execution and 
routing services.11 
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12 15 U.S.C. 78s(b)(2). 
13 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 15 U.S.C. 78s(b)(1). 
4 17 CFR 240.19b–4. 

5 The Exchange notes that Chicago Board Options 
Exchange, Inc. (‘‘CBOE’’) Rule 6.74A(a)(3) provides 
that any AIM Agency Order (the equivalent of a 
PIXL Order) for less than 50 contracts that is 
entered into the CBOE’s Automated Improvement 
Mechanism (‘‘AIM’’) is guaranteed an execution at 
the NBBO price improved by one minimum price 
improvement increment or at the AIM Agency 
Order’s limit price (if the order is a limit order). See 
Securities Exchange Act Release No. 53222 
(February 3, 2006), 71 FR 7089 (February 10, 2006) 
(SR–CBOE–2005–60). 

6 The Exchange proposes the one-year pilot in 
order to ascertain the level of price improvement 
attained for such smaller-sized orders during the 
pilot period. 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,12 that the 
proposed rule change (SR–EDGA–2010– 
06) be, and hereby is, approved. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.13 

Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20102 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62678; File No. SR–Phlx– 
2010–108] 

Self-Regulatory Organizations; Notice 
of Filing of Proposed Rule Change by 
NASDAQ OMX PHLX, Inc. Relating to a 
Proposed Price Improvement System, 
Price Improvement XL (PIXLSM) 

August 10, 2010. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’) 1, and Rule 19b–4 2 thereunder, 
notice is hereby given that on July 30, 
2010, NASDAQ OMX PHLX, Inc. 
(‘‘Phlx’’ or ‘‘Exchange’’) filed with the 
Securities and Exchange Commission 
(‘‘SEC’’ or ‘‘Commission’’) the proposed 
rule change as described in Items I and 
II below, which Items have been 
prepared by the Exchange. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange, pursuant to Section 
19(b)(1) of the Act 3 and Rule 19b–4 
thereunder,4 proposes to adopt new 
Rule 1080(n), Price Improvement XL 
(PIXLSM), to establish a price- 
improvement mechanism on the 
Exchange. 

The text of the proposed rule change 
is available on the Exchange’s Web site 
at http://www.nasdaqtrader.com/ 
micro.aspx?id=PHLXRulefilings, at the 
principal office of the Exchange, and at 
the Commission’s Public Reference 
Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of and basis for 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The purpose of the proposed rule 

change is to establish a price- 
improvement mechanism, PIXL, on the 
Exchange, which includes auto-match 
functionality in which a member (an 
‘‘Initiating Member’’) may electronically 
submit for execution an order it 
represents as agent on behalf of a public 
customer, broker dealer, or any other 
entity (‘‘PIXL Order’’) against principal 
interest or against any other order it 
represents as agent (an ‘‘Initiating 
Order’’) provided it submits the PIXL 
Order for electronic execution into the 
PIXL Auction (‘‘Auction’’) pursuant to 
the proposed Rule. 

Auction Eligibility Requirements 
All options traded on the Exchange 

are eligible for PIXL. Proposed Rule 
1080(n)(i) describes the circumstances 
under which an Initiating Member may 
initiate an Auction. 

If the PIXL Order is for the account of 
a public customer and is for a size of 50 
contracts or more, the Initiating Member 
must stop the entire PIXL Order at a 
price that is equal to or better than the 
National Best Bid/Offer (‘‘NBBO’’) on the 
opposite side of the market from the 
PIXL Order, provided that such price 
must be at least one minimum price 
improvement increment (as determined 
by the Exchange but not smaller than 
one cent) better than any limit order on 
the limit order book on the same side of 
the market as the PIXL Order. The 
purpose of this provision is to ensure 
that public customer PIXL Orders for 50 
contracts or more are guaranteed at least 
the NBBO but do not trade ahead of 
other limit orders already on the 
Exchange’s limit order book at the 
existing limit order’s limit price. 

For example, assume the Exchange’s 
disseminated market (the ‘‘PBBO’’) in 

the affected series is the NBBO and is 
1.00 bid for 10 contracts, 1.01 offered for 
20 contracts and the existing 
disseminated 1.00 bid is a public 
customer limit order. If an initiating 
Member submits a public customer 
PIXL Order to buy 100 contracts @ the 
market together with a contra-side 
Initiating Order to sell 100 contracts, the 
entire PIXL Order must be stopped at a 
price of 1.01 because the public 
customer limit order on the limit order 
book has time priority at 1.00 over the 
public customer PIXL order. 

If the PIXL Order is for the account of 
a public customer and is for a size of 
less than 50 contracts, the Initiating 
Member must stop the entire PIXL 
Order at a price that is the better of: (i) 
The PBBO price on the opposite side of 
the market from the PIXL Order 
improved by at least one minimum 
price improvement increment, or (ii) the 
PIXL Order’s limit price (if the order is 
a limit order), provided in either case 
that such price is at or better than the 
NBBO, and at least one minimum price 
improvement increment better than any 
limit order on the book on the same side 
of the market as the PIXL Order. The 
purpose of this provision is to ensure 
that smaller PIXL Orders will be 
guaranteed price improvement by 
establishing a size under which a PIXL 
Order must be submitted at a price 
better than the PBBO. The Exchange 
believes this should especially benefit 
public customers.5 The provision 
concerning PIXL Orders for a size of less 
than 50 contracts will be effective for a 
pilot period scheduled to expire August 
31, 2011.6 

For example, assume the PBBO in the 
affected series is 1.00 bid—1.03 offer 
and the NBBO is 1.00—1.03. If an 
initiating Member submits a public 
customer PIXL Order to buy 25 
contracts @ the market together with a 
contra-side Initiating Order to sell 25 
contracts, the public customer PIXL 
Order must be stopped at least one 
minimum improvement increment 
better than the PBBO offer of 1.03 to 
guarantee price improvement. 
Therefore, in this example, the PIXL 
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7 This example assumes that there is no limit 
order on the book at a price of .97. If there were, 
the rule requires that the order must be stopped at 
a price of .98 or better (at least one minimum price 
improvement increment better than the PBBO). 

8 This is at least one minimum price 
improvement increment better than the PBBO. 

9 ‘‘Trading interest’’ refers to unrelated orders 
received during the Auction, booked orders, and 
quotes that are considered for execution and 
allocation against the PIXL Order following the 
Auction. 

Order could be stopped at 1.00, 1.01 or 
1.02, but not at 1.03. If, however, the 
1.00 bid price on PHLX represents a 
limit order resting on the book, the PIXL 
Order must be stopped at a price that is 
at least one minimum price 
improvement increment better than any 
limit order on the limit order book on 
the same side of the market as the PIXL 
Order. Therefore, in this circumstance 
the PIXL Order could be stopped at 1.01 
or 1.02, but not at 1.00 and not at 1.03. 

If the PIXL Order is for the account of 
a broker dealer or any other person or 
entity that is not a public customer, and 
is for a size of 50 contracts or more, the 
Initiating Member must stop the entire 
PIXL Order at a price that is the better 
of: (i) the PBBO price improved by at 
least one minimum price improvement 
increment on the same side of the 
market as the PIXL Order, or (ii) the 
PIXL Order’s limit price (if the order is 
a limit order), provided in either case 
that such price is at or better than the 
NBBO. 

If the PIXL Order is for the account of 
a broker dealer or any other person or 
entity that is not a public customer and 
is for a size of less than 50 contracts, the 
Initiating Member must stop the entire 
PIXL Order at a price that is the better 
of: (i) the PBBO price improved by at 
least one minimum price improvement 
increment on the same side of the 
market as the PIXL Order, or (ii) the 
PIXL Order’s limit price (if the order is 
a limit order), provided in either case 
that such price is at or better than the 
NBBO and at least one minimum 
improvement increment better than the 
PBBO on the opposite side of the market 
from the PIXL Order. The provision 
concerning PIXL Orders for a size of less 
than 50 contracts will be effective for a 
pilot period scheduled to expire August 
31, 2011. 

Broker dealers generally do not have 
priority over market maker quotes or 
orders and the Exchange believes that 
they should not be afforded such 
priority in the PIXL mechanism. The 
Exchange proposes to adopt proposed 
Rule 1080(n)(i)(B)(2), concerning such 
orders that are submitted with a size of 
less than 50 contracts, on a pilot basis 
scheduled to expire August 31, 2011, in 
order to ascertain the level of price 
improvement attained for such smaller- 
sized orders during the pilot period. 

For example, if the PBBO and the 
NBBO are both .97–1.03 with no public 
customer orders on the book, the 
proposed rule would permit stop prices 
for a PIXL Order as follows: 

A public customer PIXL Order to buy 
50 contracts or more may be stopped at 
prices equal to or within a range of .97– 
1.03. A public customer PIXL Order of 

less than 50 contracts may be stopped 
at prices equal to or within a range of 
.97–1.02.7 A PIXL order of 50 contracts 
or more for the account of a broker 
dealer may be stopped at prices equal to 
or within a range of .98–1.03. A PIXL 
order of less than 50 contracts for the 
account of a broker dealer may be 
stopped equal to or within a price range 
of .98–1.02.8 

PIXL Orders submitted at or before 
the opening of trading are not eligible to 
initiate an Auction and will be rejected. 
Because a PIXL Auction must last for 
one second, PIXL Orders submitted 
during the final second of the trading 
session in the affected series are not 
eligible to initiate an Auction and will 
be rejected. 

Finally, an Initiating Order may not 
be a solicited order for the account of 
any Exchange specialist, SQT, RSQT or 
non-streaming ROT assigned in the 
affected series. The Exchange believes 
that in order to maintain fair and 
orderly markets, a market maker 
assigned in an option should not be 
solicited for participation in an Auction 
by an Initiating Member. The Exchange 
believes that market makers interested 
in participating in transactions on the 
Exchange should do so by way of his/ 
her quotations, and is able to respond to 
PIXL Auction Notifications, not create 
them by having an Initiating Member 
submitting Initiating Orders on his/her 
behalf. 

Auction Process 
An Initiating Member may initiate a 

PIXL Auction by submitting a PIXL 
Order in one of three ways. First, the 
Initiating Member could submit a PIXL 
Order specifying a single price at which 
it seeks to execute the PIXL Order (a 
‘‘stop price’’). 

Second, an Initiating Member could 
submit a PIXL Order specifying that it 
is willing to automatically match as 
principal or as agent on behalf of an 
Initiating Order the price and size of all 
trading interest 9 and responses to the 
PIXL Auction Notification (‘‘PAN,’’ as 
described below) (‘‘auto-match’’), in 
which case the PIXL Order will be 
stopped at the NBBO on the Initiating 
Order side of the market (if 50 contracts 
or greater) or, if less than 50 contracts, 

the better of: (i) the PBBO price on the 
opposite side of the market from the 
PIXL Order improved by at least one 
minimum price improvement 
increment, or (ii) the PIXL Order’s limit 
price (if the order is a limit order), 
provided in either case that such price 
is at or better than the NBBO and at least 
one increment better than the limit of an 
order on the book on the same side as 
the PIXL Order. 

Third, an Initiating Member could 
submit a PIXL Order specifying that it 
is willing to either: (i) Stop the entire 
order at a single stop price and auto- 
match PAN responses, as described 
below, together with trading interest, at 
a price or prices that improve the stop 
price to a specified price above or below 
which the Initiating Member will not 
trade (a ‘‘Not Worse Than’’ or ‘‘NWT’’ 
price); (ii) stop the entire order at a 
single stop price and auto-match all 
PAN responses and trading interest at or 
better than the stop price; or (iii) stop 
the entire order at the NBBO on the 
Initiating Order side (if 50 contracts or 
greater) or the better of: (A) the PBBO 
price on the opposite side of the market 
from the PIXL Order improved by one 
minimum price improvement 
increment, or (B) the PIXL Order’s limit 
price (if the order is a limit order) on the 
Initiating Order side (if for less than 50 
contracts), and auto-match PAN 
responses and trading interest at a price 
or prices that improve the stop price up 
to the NWT price. In all cases, if the 
PBBO on the same side of the market as 
the PIXL Order represents a limit order 
on the book, the stop price must be at 
least one minimum price improvement 
increment better than the booked limit 
order’s limit price. 

For example, assume the PBBO and 
the NBBO are .97 bid–1.03 offer. An 
Initiating Member may submit a PIXL 
Order to buy 100 contracts for 1.01 
together with a contra-side Initiating 
Order to sell 100 contracts at 1.01 with 
a NWT price of .99. In this example the 
Initiating Member has stopped the PIXL 
Order at 1.01 (two increments better 
than the NBBO) and will auto-match 
responses and trading interest down to 
the NWT price of .99. 

Once the Initiating Member has 
submitted a PIXL Order for processing, 
such PIXL Order may not be modified 
or cancelled. Under any of these 
circumstances, the stop price or NWT 
price may be improved to the benefit of 
the PIXL Order during the Auction, but 
may not be cancelled. The purpose of 
this provision is to ensure that an 
Initiating Member guarantees the stop or 
NWT price or better (by way of 
improvement of the stop and/or NWT 
price to the PIXL Order’s benefit during 
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10 The Exchange notes that Boston Options 
Exchange Group LLC (‘‘BOX’’) Rules prohibit a BOX 
‘‘Initiating Participant’’ from cancelling or 
modifying the BOX ‘‘Max Improvement Primary 
Improvement Order,’’ the equivalent of the 
proposed NWT price, during the BOX PIP. See BOX 
Rules, Chapter V, Section 18(e)(ii). The Exchange 
believes that permitting the Initiating Member to 
improve the NWT price during the Auction adds 
another opportunity for price improvement for the 
PIXL Order, and that this proposed treatment of the 
NWT price simply expands upon the BOX’s 
existing treatment of the Max Improvement Primary 
Improvement Order to the benefit of the PIXL 
Order. In this regard, the Exchange believes that 
there are no new regulatory concerns that are raised 
by its proposed treatment of the NWT price. 

11 For a description of TOPO Plus Orders, see 
Securities Exchange Act Release No. 60877 (October 
26, 2009), 74 FR 56255 (October 30, 2009) (SR– 
Phlx–2009–92). See also, Securities Exchange Act 
Release No. 62194 (May 28, 2010), 75 FR 31830 
(June 4, 2010) (SR–Phlx–2010–48) (Order 
Approving Market Data Fees for TOPO Plus 
Orders). Members who are ‘‘Professional 
Subscribers’’ to the TOPO Plus Orders data feed are 
subject to lower fees than the ‘‘External Distributors’’ 
from whom they receive TOPO Plus Orders. 

12 The Exchange notes that the one-second 
Auction period is currently in place on other 
options exchanges. See CBOE Rule 7.74A(b)(1)(C). 
See also, BOX Rules, Chapter V, Section 18(e)(i). 

13 While the CBOE permits members appointed in 
the affected series to respond (CBOE Rule 
6.74A(b)(1)(D)) and also permits members 
representing limit orders at the top of the CBOE 
limit order book opposite the Agency Order to 

respond (CBOE Rule 6.74A(b)(1)(E)), the instant 
proposal would permit PAN responses from any 
person or entity. The Exchange believes that this 
deviation from other exchanges’ practices is not 
substantial, and does not raise any new regulatory 
concerns. In fact, it should afford greater 
opportunities for price improvement for the PIXL 
Order. 

14 This is consistent with CBOE Rule 
6.74A(b)(1)(F). 

15 This is consistent with CBOE Rule 
6.74A(b)(1)(G). 

16 This is consistent with CBOE Rule 
6.74A(b)(1)(H). 

17 This is consistent with CBOE Rule 
6.74A(b)(1)(I). 

18 This is consistent with CBOE Rule 
6.74A(b)(2)(A). 

19 The Exchange notes that trading on the 
Exchange in any option contract will be halted 
whenever trading in the underlying security has 
been paused or halted by the primary listing 
market. See Exchange Rule 1047(e). See also, 
Securities Exchange Act Release No. 62269 (June 
10, 2010), 75 FR 34491 (June 17, 2010) (SR–Phlx– 
2010–82). Any executions that occur during any 

Continued 

the Auction), without ‘‘backing away’’ 
from that guarantee.10 

PIXL Auction Notification (‘‘PAN’’) 
When the Exchange receives a PIXL 

Order for Auction processing, a PAN 
detailing the side, size and the stop 
price of the PIXL Order will be sent over 
the Exchange’s TOPO Plus Orders data 
feed.11 An updated PAN will also be 
sent over the Exchange’s TOPO Plus 
Orders data feed when the Initiating 
Member improves the stop price of the 
PIXL Order. The updated PAN will 
include the side, size, and improved 
stop price of the PIXL Order. This 
information would be used by PAN 
respondents wishing to participate at 
better price levels to improve their price 
when they are alerted that a stop price 
has been improved. 

PIXL Auction 
The PIXL Auction will last for one 

second,12 unless it is concluded as the 
result of any of the circumstances 
described below. Any person or entity 
may submit PAN responses provided 
such response is properly marked 
specifying price, size and side of the 
market. The Exchange believes that 
permitting any person or entity to 
submit responses to the PAN should 
attract PAN responses from all sources, 
maximizing the potential for liquidity in 
the Auction and thus affording the PIXL 
Order the best opportunity for price 
improvement.13 PAN responses will not 

be visible to Auction participants, and 
will not be disseminated to the Options 
Price Reporting Authority (‘‘OPRA’’).14 
The minimum price increment for PAN 
responses and for an Initiating 
Member’s stop price and/or NWT price 
will be the minimum price 
improvement increment as set forth 
above.15 A PAN response size at any 
given price point may not exceed the 
size of the PIXL Order.16 A PAN 
response with a size greater than the 
size of the PIXL Order will be rejected. 
A PAN response must be equal to or 
better than the NBBO at the time of 
receipt of the PAN response. A PAN 
response with a price that is outside the 
NBBO will be rejected. This is because 
the Exchange does not want to 
encourage a large number of PAN 
responses that are outside of the NBBO 
that will be unexecuted (and 
subsequently cancelled) unless the 
NBBO moves to make them eligible. 
PAN responses may be modified or 
cancelled during the Auction.17 The 
Exchange believes that any PAN 
response on the same side of the market 
as the PIXL Order would be the result 
of an error, and therefore such a 
response will be rejected. Multiple PAN 
responses from the same member may 
be submitted during the Auction. 
Multiple orders at a particular price 
level submitted by a member in 
response to a PAN may not exceed, in 
the aggregate, the size of the PIXL Order. 

Conclusion of the PIXL Auction 
There are a number of circumstances 

that will cause the Auction to conclude. 
The Auction will conclude at the end of 
the one-second Auction period,18 except 
that it may conclude before the 
expiration of one second: (i) any time 
the PBBO crosses the PIXL Order stop 
price on the same side of the market as 
the PIXL Order (since further price 
improvement will be unlikely and any 
responses offering improvement are 
likely to be cancelled), or (ii) any time 
there is a trading halt on the Exchange 
in the affected series. The proposed 
rules concerning the early conclusion of 

the Auction will be effective for a pilot 
period scheduled to expire August 31, 
2011. 

If the Auction concludes before the 
expiration of one second as the result of 
the PBBO crossing the stop price, the 
entire PIXL Order will be executed at 
the best response price(s) or, if the stop 
price is the best price in the Auction, at 
the stop price, unless the best response 
price is equal to the price of a limit 
order resting on the PHLX book on the 
same side of the market as the PIXL 
Order, in which case the PIXL Order 
will be executed against that response, 
but at a price that is at least one 
minimum price improvement increment 
better than the price of such limit order 
at the time of the conclusion of the 
Auction. 

For example, assume the PBBO and 
NBBO are both .97–1.03, and the .97 bid 
represents an order on the limit order 
book. A PIXL Order to buy 100 contracts 
is submitted with a contra-side 
Initiating Order to stop the PIXL Order 
at 1.00. Assume a PAN response is 
submitted to sell 10 contracts at .97 and 
another to sell 10 contracts at .99. Due 
to a change in the price of the 
underlying security, a PHLX specialist 
or market maker submits a bid price of 
1.02, crossing the 1.00 stop price and 
concluding the Auction prior to the 
expiration of one second. 10 contracts 
from the PIXL Order will be executed at 
.98 (representing the .97 response price 
re-priced to .98, which is one minimum 
price improvement increment better 
than the .97 bid represented by the limit 
order on the book). 10 contracts will be 
executed at .99 (the next best response 
price after the execution at .98) and the 
remaining 80 contracts will be executed 
at 1.00 (the stop price) against the 
Initiating Order. 

If the Auction concludes before the 
expiration of one second as the result of 
a trading halt on the Exchange in the 
affected series, the entire PIXL Order 
will be executed at the stop price 
against the Initiating Order. Since the 
Initiating Member has guaranteed that 
an execution will occur at the stop price 
(or better) prior to the trading halt, and 
PAN responses offer no such guarantee, 
the stop price is the only valid price at 
which to execute the PIXL Order, and 
the Initiating Member is the appropriate 
contra-side.19 
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latency between the pause or halt in the underlying 
security and the processing of the halt on the 
Exchange will be nullified pursuant to Exchange 
Rule 1092(c)(iv)(B). 

20 Under the proposed Rule, the specialist will 
not be entitled to receive orders for 5 contracts or 
fewer. If a price point has a size of 5 contracts or 
fewer and the specialist has submitted a quote, 

order or PAN response at that price point, contracts 
at that price point will nonetheless be allocated 
pursuant to Exchange Rules 1014(g)(vii)(B)(1)(b) 
and (d). 

An unrelated market or marketable 
limit order on the opposite side of the 
market from the PIXL Order received 
during the Auction will not cause the 
Auction to end early and will execute 
against interest outside of the Auction. 
If contracts remain from such unrelated 
order at the time the Auction ends, they 
will be considered for participation in 
the order allocation process described 
below. The Exchange believes that this 
should increase the number of contracts 
against which a PIXL Order could be 
executed, and should create more 
opportunities for the PIXL Order to be 
executed at each price level. This 
provision will be effective for a pilot 
period scheduled to expire on August 
31, 2011. 

For example, assume the PBBO is .97 
(size of 10)–1.03 (size of 50), and the 
NBBO is 97–1.03. If an Initiating 
Member submits a PIXL Order to buy 
100 contracts @1.00 together with an 
Initiating Order to sell 100 @1.00, the 
PIXL Order will be stopped @ 1.00. 
During the Auction, a PAN response 
arrives to sell 20 @.99 and the PBBO 
moves to .97 (size of 10)—1.00 (size of 
50–the offer is 2 market makers @1.00 
with 25 each). While the Auction is 
taking place, an unrelated order to sell 
50 contracts @ .98 is submitted. The 
PBBO is now .97 (size of 10)–.98 (size 
of 50) (the offer is the result of the 
unrelated order to sell 50 contracts at 
.98). Once the Auction ends after one 
second, even though the unrelated order 
is not part of the Auction, 50 contracts 
from the PIXL Order will be executed at 
.98 against the unrelated order. 
Thereafter, 20 contracts from the PIXL 

Order will be executed at .99 (PIXL 
order buys from PAN responder), and 30 
contracts from the PIXL Order will be 
executed at 1.00 (the PIXL order buys 12 
contracts from the Initiating Order (40% 
of the 30) and 18 from market makers 
quoting at 1.00). The Exchange believes 
that this functionality provides 
maximum price improvement to the 
PIXL order by including limit orders 
and quotes in the execution price of the 
PIXL Order that are priced better than 
PAN responses. 

Order Allocation 

At the conclusion of the Auction, the 
PIXL Order will be allocated at the best 
price(s). As stated above, in order to 
maximize liquidity available to be 
executed against the PIXL Order, such 
best prices may include non-Auction 
quotes and orders that may be present 
at each price level. Public customer 
orders will have priority at each price 
level. After public customer interest at 
a particular price level has been 
satisfied, contracts will be allocated 
among all Exchange quotes, orders and 
PAN responses. 

Single Price Submission Option 

If the Initiating Member selected the 
single stop price option of the PIXL 
Auction, PIXL executions will occur at 
prices that improve the stop price, and 
then at the stop price with up to 40% 
of the remaining contracts after public 
customer interest is satisfied being 
allocated to the Initiating Member at the 
stop price. However, if only one 
specialist, SQT or RSQT matches the 
stop price, then the Initiating Member 

may be allocated up to 50% of the 
contracts executed at such price. 
Remaining contracts will be allocated 
pursuant to the algorithm set forth in 
Exchange Rules 1014(g)(vii)(B)(1)(b) and 
(d) among remaining quotes, orders and 
PAN responses at the stop price.20 
Thereafter, remaining contracts, if any, 
shall be allocated to the Initiating 
Member. The Exchange respectfully 
submits that this is identical to 
functionality currently in place on 
CBOE. 

Auto-Match Option 

If the Initiating Member selected the 
auto-match option of the PIXL Auction, 
the Initiating Member will be allocated 
an equal number of contracts as the 
aggregate size of all other quotes, orders 
and PAN responses at each price point 
until a price point is reached where the 
balance of the order can be fully 
executed, except that the Initiating 
Member shall be entitled to receive up 
to 40% of the contracts remaining at the 
final price point (including situations 
where the final price point is the stop 
price). If there are other quotes, orders 
and PAN responses at the final price 
point, the contracts will be allocated to 
such interest pursuant to the algorithm 
set forth in Exchange Rules 
1014(g)(vii)(B)(1)(b) and (d). Any 
remaining contracts will be allocated to 
the Initiating Member. 

For example, if the PIXL Order is to 
buy 1,000 contracts and there are three 
price points to be allocated, and quotes, 
orders and PAN responses with an 
aggregate size at each price point as 
follows: 

Price Responses 

Total size of 
quotes, or-
ders, and 
auction re-
sponses 

Initiating member enti-
tlement 

Total con-
tracts initi-
ating mem-
ber is allo-

cated 

Total contracts quotes, 
orders, and responses 

allocated 

Total 
contracts 
trading 

1.01 .............................. MM 1 = 100 ................ 100 Auto-match size .......... 100 100 .............................. 200 
1.02 .............................. MM 1 = 100 ................

MM 2 = 50 ..................
150 Auto-match size .......... 150 150 .............................. 300 

1.03 .............................. Customer = 100 ..........
MM 1 = 150 ................
MM 2 = 150 ................

400 40% after customer 
filled + residual after 
all participants are 
satisfied.

160 Customer = 100 ..........
MM 1 = 120 ................
MM 2 = 120 ................

500 

In this example, the Initiating Member 
is entitled to receive 100 contracts at 
1.01 (matching the 100 contracts that are 
allocated among quotes, orders and PAN 
responses at 1.01), and the Initiating 
Member is entitled to receive 150 
contracts at 1.02 (matching the 150 

contracts allocated among quotes, orders 
and PAN responses at 1.02). Because 
1.03 is the final price point, the 
customer is allocated 100 contracts and 
the Initiating Member is entitled to 
receive 160 contracts at 1.03 (40% of the 
remaining 400 contracts), with the 

remaining 240 contracts allocated 
among quotes, orders and PAN 
responses at 1.03. The residual PAN 
responses at 1.03 are cancelled. 
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21 See Securities Exchange Act Release No. 61802 
(March 30, 2010), 75 FR 17193 (April 5, 2010) (SR– 
Phlx–2010–05). 

Stop and NWT Option 

If the Initiating Member selected the 
‘‘stop and NWT’’ option of the PIXL 
Auction, after public customer interest 
is satisfied, contracts will be allocated 
first to quotes, orders and PAN 
responses at prices better than the NWT 
price (if any), beginning with the best 
price, pursuant to the algorithm set forth 
in Exchange Rules 1014(g)(vii)(B)(1)(b) 
and (d) at each price point. 

Next, contracts will be allocated 
among quotes, orders and PAN 
responses at prices equal to the 
Initiating Member’s NWT price and 
better than the Initiating Member’s stop 
price, beginning with the NWT price. 

The Initiating Member shall be allocated 
an equal number of contracts as the 
aggregate size of all other quotes, orders 
and PAN responses at each price point, 
except that the Initiating Member will 
be entitled to receive up to 40% of the 
contracts remaining at the final price 
point (including situations where the 
final price point is the stop price). In the 
case of an Initiating Order with a NWT 
price at the market, the Initiating 
Member shall be allocated an equal 
number of contracts as the aggregate size 
of all other quotes, orders and PAN 
responses at all price points, except that 
the Initiating Member shall be entitled 
to receive up to 40% of the contracts 
remaining at the final price point 

(including situations where the final 
price is the stop price). 

If there are other quotes, orders and 
PAN responses at the final price point 
the contracts will be allocated to such 
interest pursuant to the algorithm set 
forth in Exchange Rules 
1014(g)(vii)(B)(1)(b) and (d). Any 
remaining contracts shall be allocated to 
the Initiating Member. 

Assume, for example, that the PIXL 
Order is to buy 1,000 contracts. The 
Initiating Member submits a stop price 
of 1.03, and a NWT price of 1.02. There 
are quotes, orders and PAN responses 
with an aggregate size at each price 
point as follows: 

Price Responses 

Total size of 
quotes, or-
ders, and 
auction re-
sponses 

Initiating member enti-
tlement 

Total con-
tracts initi-
ating mem-
ber is allo-

cated 

Total contracts quotes, 
orders, and responses 

allocated 

Total con-
tracts trad-

ing 

1.01 .............................. MM 1 = 100 ................ 100 Zero—Price is below 
NWT level.

0 100 .............................. 100 

1.02 .............................. MM 1 = 100 ................
MM 2 = 50 ..................

150 Auto-match size .......... 150 150 .............................. 300 

1.03 .............................. Customer = 100 ..........
MM 1 = 150 ................
MM 2 = 150 ................

400 40% after customer 
filled + residual after 
all participants are 
satisfied.

200 Customer = 100 ..........
MM 1 = 150 ................
MM 2 = 150 ................

600 

In this example, the Initiating Member 
is not entitled to receive any contracts 
at 1.01. All 100 contracts at 1.01 will be 
allocated among quotes, orders and PAN 
responses at 1.01 in accordance with 
Rule 1014(g)(vii)(B)(1 )(b) and (d). The 
Initiating Member will receive 150 
contracts at 1.02, with 150 contracts 
allocated among quotes, orders and PAN 
responses at 1.02. Because 1.03, the stop 
price, is the final price point, the 
customer interest will be allocated 100 
contracts with the Initiating Member 
entitled to receive 200 contracts at 1.03 
(40% of 500), with the remaining 300 
contracts allocated among quotes, orders 
and PAN responses at 1.03. 

A ‘‘stop and NWT’’ submission with a 
NWT price at the market will be treated 
in the same manner as a submission 
under the ‘‘auto-match’’ option except 
that the order may be stopped at any 
price level provided such level meets 
the criterion set forth above for a single 
stop price. 

Professionals 
In March, 2010, the Exchange 

amended its priority rules to give 
certain non-broker-dealer orders the 
same priority as broker-dealer orders.21 
In so doing, the Exchange adopted a 

new term for certain persons or entities, 
the ‘‘professional.’’ A professional is 
defined in Rule 1000(b)14 as a person or 
entity that (i) is not a broker or dealer 
in securities, and (ii) places more than 
390 orders in listed options per day on 
average during a calendar month for its 
own beneficial account(s). A 
professional account is treated in the 
same manner as an off-floor broker- 
dealer for purposes of Phlx Rule 
1014(g), to which the trade allocation 
algorithms described in proposed Rule 
1080(n)(ii)(E) refer. 

Additionally, Rule 1000(b)14 states 
that all-or-none orders will be treated 
like customer orders. PIXL Orders are 
inherently all-or-none orders because 
the Initiating Member guarantees that 
the PIXL Order will be filled in its 
entirety. If a PIXL Order happens to be 
submitted for the beneficial account of 
a professional with the redundant 
designation of all-or-none, such PIXL 
Order will not be rejected, but will be 
treated as any other PIXL Order, 
including for trade allocation purposes, 
under proposed Rule 1080(n)(ii)(E). 

Accordingly, the Exchange proposes 
to amend Rule 1000(b)14 by: (i) 
clarifying that orders submitted 
pursuant to Rule 1080(n) for the 
beneficial accounts of professionals 
with an all-or-none designation will be 
treated in the same manner as off-floor 

broker-dealer orders, and (ii) adding 
proposed Rule 1080(n) to the list of 
rules to which the term ‘‘professional’’ 
applies. The effect of this is that 
professionals will not receive the same 
priority that is afforded to public 
customers, and instead will be treated as 
broker-dealers in this regard. 

Miscellaneous Provisions 

Proposed Rules 1080(n)(ii)(F) through 
(H) address the handling of the PIXL 
Order and other orders, quotes and PAN 
responses when certain conditions are 
present. 

Specifically, if there are PAN 
responses that cross the then-existing 
NBBO (provided such NBBO is not 
crossed) at the time of the conclusion of 
the Auction, such PAN responses will 
be executed, if possible, at their limit 
price(s). 

If the final PIXL Auction price is the 
same as an order on the limit order book 
on the same side of the market as the 
PIXL Order, the PIXL Order may only be 
executed at a price that is at least one 
minimum price improvement increment 
better than the resting order’s limit price 
or, if such resting order’s limit price 
crosses the stop price, then the entire 
PIXL Order will trade at the stop price 
with all better priced interest being 
considered for execution at the stop 
price. 
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22 The Exchange will provide the information for 
a particular month not later than the last business 
day of the subsequent month. For example, 
information for the month of September would be 
provided to the Commission no later than the last 
business day of October. Information for the month 
of October would be provided no later than the last 
business day of November, etc. 

For example, assume the PBBO is .97– 
1.03, and the Exchange receives a PIXL 
Order to buy with a stop price of 1.00. 
During the Auction a PAN response to 
sell @ .98 is received, and an unrelated 
order to buy 10 contracts @ .99 is 
received, crossing the PAN response 
price. In this situation, the PAN 
response to sell @.98 will be considered 
for execution at a price that is .01 better 
than the order on the PHLX book to buy 
at .99 so that it does not trade through 
the unrelated order to buy @.99. 
Therefore in this case the PAN response 
to sell at .98 will be executed and 
included for allocation at 1.00. 

Finally, any unexecuted PAN 
responses will be cancelled. 

Regulatory Issues 
The proposed rule change contains 

several paragraphs that describe 
prohibited practices when participants 
use PIXL. Proposed Rule 1080(n)(iii) 
states that the PIXL Auction may be 
used only where there is a genuine 
intention to execute a bona fide 
transaction. It will be considered a 
violation of Rule 1080(n) and will be 
deemed conduct inconsistent with just 
and equitable principles of trade and a 
violation of Exchange Rule 707 if an 
Initiating Member submits a PIXL Order 
(initiating an Auction) and also submits 
its own PAN response in the same 
Auction. The purpose of this provision 
is to prevent Initiating Members from 
submitting an inaccurate or misleading 
stop price or trying to improve their 
allocation entitlement by participating 
with multiple expressions of interest. 

Proposed Rule 1080(n)(iv) states that 
a pattern or practice of submitting 
multiple orders in response to a PAN at 
a particular price point that exceed, in 
the aggregate, the size of the PIXL Order, 
will be deemed conduct inconsistent 
with just and equitable principles of 
trade and a violation of Rule 707. This 
is to prevent a member submitting 
orders in response to a PAN from 
artificially inflating its response size in 
order to gain a higher allocation than 
the percentage the member would have 
otherwise received. 

Proposed Rule 1080(n)(v) states that a 
pattern or practice of submitting 
unrelated orders or quotes that cross the 
stop price, causing a PIXL Auction to 
conclude before the end of the PIXL 
Auction period will be deemed conduct 
inconsistent with just and equitable 
principles of trade and a violation of 
Rule 707. It will also be deemed 
conduct inconsistent with just and 
equitable principles of trade and a 
violation of Rule 707 to engage in a 
pattern of conduct where the Initiating 
Member breaks up a PIXL Order into 

separate orders for the purpose of 
gaining a higher allocation percentage 
than the Initiating Member would have 
otherwise received in accordance with 
the allocation procedures described 
above. 

Crossing Public Customer Orders On 
PIXL 

Proposed Rule 1080(n)(v) addresses 
the situation where an Initiating 
Member holds public customer orders 
on both sides of the market in the same 
option series. Instead of initiating a 
PIXL Auction, an Initiating Member 
may enter a PIXL Order for the account 
of a public customer paired with an 
order for the account of a public 
customer and such paired orders will be 
automatically executed without a PIXL 
Auction. The execution price must be 
expressed in the minimum quoting 
increment applicable to the affected 
series. Such an execution may not trade 
through the NBBO or at the same price 
as any resting customer order. The 
Exchange believes that permitting such 
executions will benefit public customers 
on both sides of the crossing transaction 
by providing speedy and efficient 
executions to public customer orders in 
this circumstance. 

Rule 1080(c)(ii)(C) prevents an Order 
Entry Firm from executing agency 
orders to increase its economic gain 
from trading against the order without 
first giving other trading interests on the 
Exchange an opportunity to either trade 
with the agency order or to trade at the 
execution price when the member was 
already bidding or offering on the book. 
However, the Exchange recognizes that 
it may be possible for a firm to establish 
a relationship with a customer or other 
person to deny agency orders the 
opportunity to interact on the Exchange 
and to realize similar economic benefits 
as it would achieve by executing agency 
orders as principal. It would be a 
violation of Rule 1080(c)(ii)(C) for a firm 
to circumvent Rule 1080(c)(ii)(C) by 
providing an opportunity for (i) a 
customer affiliated with the firm, or (ii) 
a customer with whom the firm has an 
arrangement that allows the firm to 
realize similar economic benefits from 
the transaction as the firm would 
achieve by executing agency orders as 
principal, to regularly execute against 
agency orders handled by the firm 
immediately upon their entry as PIXL 
customer-to-customer immediate 
crosses. 

Pilot Program Information to the 
Commission 

The Exchange represents that, in 
support of its proposed pilot programs 
concerning (i) the early conclusion of 

the Auction, and (ii) permitting orders 
of fewer than 50 contracts into the 
Auction, it will provide the following 
information each month during the pilot 
period: 22 

Regarding the early conclusion of the 
Auction due to the PBBO crossing the 
PIXL Order stop price on the same side 
of the market as the PIXL order, or due 
to a trading halt, the Exchange will 
provide the following monthly 
information: 

(1) The number of times that the 
PBBO crossed the PIXL Order stop price 
on the same side of the market as the 
PIXL Order and prematurely ended the 
PIXL Auction, and at what time the 
PIXL Auction ended; 

(2) The number of times that a trading 
halt prematurely ended the PIXL 
auction and at what time the trading 
halt ended the PIXL Auction; 

(3) Of the Auctions terminated early 
due to the PBBO crossing the PIXL order 
stop price, the number that resulted in 
price improvement over the PIXL Order 
stop price, and the average amount of 
price improvement provided to the PIXL 
Order; 

(4) In the Auctions terminated early 
due to the PBBO crossing the PIXL order 
stop price, the percentage of contracts 
that received price improvement over 
the PIXL order stop price; 

(5) Of the Auctions terminated early 
due to a trading halt, the number that 
resulted in price improvement over the 
PIXL Order stop price, and the average 
amount of price improvement provided 
to the PIXL Order; 

(6) In the auctions terminated early 
due to a trading halt, the percentage of 
contracts that received price 
improvement over the PIXL order stop 
price; and 

(7) The average amount of price 
improvement provided to the PIXL 
Order when the PIXL Auction is not 
terminated early (i.e., runs the full one 
second). 

(8) The number of times an unrelated 
market or marketable limit order 
(against the PBBO) on the opposite side 
of the PIXL Order is received during the 
Auction Period; 

(9) The price(s) at which an unrelated 
market or marketable limit order 
(against the PBBO) on the opposite side 
of the PIXL Order that is received 
during the Auction Period is executed, 
compared to the execution price of the 
PIXL Order. 
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23 15 U.S.C. 78f. 
24 15 U.S.C. 78f(b)(5). 
25 15 U.S.C. 78f(b)(8). 

Regarding PIXL Orders of fewer than 
50 contracts, the Exchange will provide 
the following monthly information: 

(1) The number of orders of fewer 
than 50 contracts entered into the PIXL 
Auction; 

(2) The percentage of all orders of 
fewer than 50 contracts sent to Phlx that 
are entered into the PIXL Auction; 

(3) The percentage of all Phlx trades 
represented by orders of fewer than 50 
contracts; 

(4) The percentage of all Phlx trades 
effected through the PIXL Auction 
represented by orders of fewer than 50 
contracts; 

(5) The percentage of all contracts 
traded on Phlx represented by orders of 
fewer than 50 contracts; 

(6) The percentage of all contracts 
effected through the PIXL Auction 
represented by orders of fewer than 50 
contracts; 

(7) The spread in the option, at the 
time an order of fewer than 50 contracts 
is submitted to the PIXL Auction; 

(8) The number of orders of 50 
contracts or greater entered into the 
PIXL Auction; 

(9) The percentage of all orders of 50 
contracts or greater sent to PHLX that 
are entered into the PIXL Auction; 

(10) The spread in the option, at the 
time an order of 50 contracts or greater 
is submitted to the PIXL Auction; 

(11) Of PIXL trades where the PIXL 
Order is for the account of a public 
customer, and is for a size of fewer than 
50 contracts, the percentage done at the 
NBBO plus $.01, plus $.02, plus $.03, 
etc.; 

(12) Of PIXL trades where the PIXL 
Order is for the account of a public 
customer, and is for a size of 50 
contracts or greater, the percentage done 
at the NBBO plus $.01, plus $.02, plus 
$.03, etc.; and 

(13) Of PIXL trades where the PIXL 
Order is for the account of a broker 
dealer or any other person or entity that 
is not a public customer, and is for a 
size of fewer than 50 contracts, the 
percentage done at the NBBO plus $.01, 
plus $.02, plus $.03, etc. 

(14) Of PIXL trades where the PIXL 
Order is for the account of a broker 
dealer or any other person or entity that 
is not a public customer, and is for a 
size of 50 contracts or greater, the 
percentage done at the NBBO plus $.01, 
plus $.02, plus $.03, etc.; 

(15) The number of orders submitted 
by Initiating Members when the spread 
was $.05, $.10, $.15, etc. For each 
spread, specify the percentage of 
contracts in orders of fewer than 50 
contracts submitted to the PIXL Auction 
that were traded by: (a) The Initiating 
Member that submitted the order to the 

PIXL; (b) PHLX Market Makers assigned 
to the class; (c) other PHLX members; 
(d) Public Customer Orders; and (e) 
unrelated orders (orders in standard 
increments entered during the PIXL 
Auction). For each spread, also specify 
the percentage of contracts in orders of 
50 contracts or greater submitted to the 
PIXL Auction that were traded by: (a) 
the Initiating Member that submitted the 
order to the PIXL Auction; (b) PHLX 
market makers assigned to the class; (c) 
other PHLX members; (d) Public 
Customer Orders; and (e) unrelated 
orders (orders in standard increments 
entered during the PIXL Auction); 

Regarding PIXL auto-match, the 
Exchange will provide the following 
monthly information: 

(1) The percentage of all PHLX trades 
effected through the PIXL Auction in 
which the Initiating Member has chosen 
the auto-match feature, and the average 
amount of price improvement provided 
to the PIXL Order when the Initiating 
Member has chosen the auto-match 
feature vs. the average amount of price 
improvement provided to the PIXL 
Order when the Initiating Member has 
chosen a stop price submission. 

Regarding competition, the Exchange 
will provide the following monthly 
information: 

(1) For the first Wednesday of each 
month: (a) The total number of PIXL 
auctions on that date; (b) the number of 
PIXL auctions where the order 
submitted to the PIXL was fewer than 50 
contracts; (c) the number of PIXL 
auctions where the order submitted to 
the PIXL was 50 contracts or greater; (d) 
the number of PIXL auctions (for orders 
of fewer than 50 contracts) with 0 
participants (excluding the initiating 
participant), 1 participant (excluding 
the initiating participant), 2 participants 
(excluding the initiating participant), 3 
participants (excluding the initiating 
participant), 4 participants (excluding 
the initiating participant), etc., and (e) 
the number of PIXL auctions (for orders 
of 50 contracts or greater) with 0 
participants (excluding the initiating 
participant), 1 participant (excluding 
the initiating participant), 2 participants 
(excluding the initiating participant), 3 
participants (excluding the initiating 
participant), 4 participants (excluding 
the initiating participant), etc.; and 

(2) For the third Wednesday of each 
month: (a) The total number of PIXL 
auctions on that date; (b) the number of 
PIXL auctions where the order 
submitted to the PIXL was fewer than 50 
contracts; (c) the number of PIXL 
auctions where the order submitted to 
the PIXL was 50 contracts or greater; (d) 
the number of PIXL auctions (for orders 
of fewer than 50 contracts) with 0 

participants (excluding the initiating 
participant), 1 participant (excluding 
the initiating participant), 2 participants 
(excluding the initiating participant), 3 
participants (excluding the initiating 
participant), 4 participants (excluding 
the initiating participant), etc., and (e) 
the number of PIXL auctions (for orders 
of 50 contracts or greater) with 0 
participants (excluding the initiating 
participant), 1 participant (excluding 
the initiating participant), 2 participants 
(excluding the initiating participant), 3 
participants (excluding the initiating 
participant), 4 participants (excluding 
the initiating participant), etc. 

Deployment 
The Exchange anticipates that it will 

deploy PIXL floor-wide at or before the 
end of August 2010. Members will be 
notified of the deployment date by way 
of an Options Trader Alert posted on the 
Exchange’s Web site. 

2. Statutory Basis 
The Exchange believes that the 

proposed rule change is consistent with 
the provisions of Section 6 of the Act,23 
in general and with Section 6(b)(5) of 
the Act,24 in that it is designed to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest; and is not designed to 
permit unfair discrimination between 
customers, issuers, brokers, or dealers, 
or to regulate by virtue of any authority 
conferred by the Act matters not related 
to the purposes of the Act or the 
administration of the Exchange. 

The Exchange believes that the 
proposed rule change is also consistent 
with Section 6(b)(8) of the Act 25 in that 
it does not impose any burden on 
competition not necessary or 
appropriate in furtherance of the 
purposes of the Act. 

Specifically, the Exchange believes 
that the proposal will result in increased 
liquidity available at improved prices, 
with competitive final pricing out of the 
Initiating Member’s complete control. 
PIXL should promote and foster 
competition and provide more options 
contracts with the opportunity for price 
improvement. As a result of the 
increased opportunities for price 
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26 15 U.S.C. 78k(a). 
27 17 CFR 240.11a2–2(T). 
28 See Securities Exchange Act Release No. 14563 

(March 14, 1978), 43 FR 11542 (March 17, 1978); 
Securities Exchange Act Release No. 14713 (April 
28, 1978), 43 FR 18557 (May 1, 1978); Securities 
Exchange Act Release No. 15533 (January 29, 1979), 
44 FR 6093 (Jan. 31, 1979). The 1978 and 1979 
Releases cite the House Report at 54–57. 

29 See Securities Exchange Act Release No. 59995 
(May 28, 2009), 74 FR 26750 (June 3, 2009) (SR– 
Phlx–2009–32). For branding purposes, references 
to ‘‘PHLX XL’’ are synonymous with references to 
‘‘Phlx XL II’’ in other filings. 

30 See, e.g., Securities Exchange Act Release No. 
15533 (January 29, 1979), 44 FR 6084 (January 31, 
1979). 

improvement, the Exchange believes 
that participants will use PIXL to 
increase the number of customer orders 
that are provided with the opportunity 
to receive price improvement over the 
NBBO. 

The Exchange further believes that the 
proposal is consistent with the 
requirements of Section 11(a) of the 
Act 26 and Rule 11a2–2(T) 27 thereunder. 

Section 11(a) prohibits a member of a 
national securities exchange from 
effecting transactions on the exchange 
for its own account, the account of an 
associated person, or an account in 
which it or an associated person 
exercises investment discretion, unless 
an exception applies. In enacting this 
provision, Congress was concerned 
about members benefiting in their 
principal transactions from special 
‘‘time and place’’ advantages associated 
with floor trading—such as the ability to 
‘‘execute decisions faster than public 
investors.’’ The Commission, however, 
has adopted a number of exceptions to 
the general statutory prohibition for 
situations in which the principal 
transactions contribute to the fairness 
and orderliness of exchange markets or 
do not reflect any time and place trading 
advantages.28 

One such exception is Rule 11a2–2(T) 
under the Act, known as the ‘‘Effect 
Versus Execute Rule.’’ Rule 11a2–2(T) 
permits an exchange member, subject to 
certain conditions, to effect a 
transaction for such accounts, utilizing 
an unaffiliated member to execute 
transactions on an exchange floor. The 
Rule requires that: (1) The order must be 
transmitted from off the exchange floor; 
(2) once the order has been transmitted, 
the exchange member that transmitted 
the order may not participate in the 
execution; (3) the transmitting member 
may not be affiliated with the executing 
member; and (4) neither the member or 
the associated person may retain any 
compensation in connection with 
effecting such a transaction respecting 
accounts over which either has 
investment discretion without the 
express written consent of the person 
authorized to transact business in the 
account. 

The Exchange believes that the instant 
proposal is consistent with Rule 11a2– 
2(T), and that therefore the exception 
should apply in this case. 

First, there is no mechanism or 
system that would enable an Exchange 
member to transmit a PIXL Order from 
on the floor of the Exchange. All PIXL 
Orders will be transmitted from off the 
floor of the Exchange. 

Second, once the PIXL Order has been 
transmitted, the Exchange Initiating 
Member that transmitted the order will 
not participate in the execution of the 
PIXL Order. Initiating Members 
submitting PIXL Orders will relinquish 
control of their PIXL Orders upon 
transmission to the Exchange’s 
automated options trading platform, 
PHLX XL,29 and will not be able to 
influence or guide the execution of their 
PIXL Orders. 

Third, although Rule 11a2–2T 
contemplates having an order executed 
by an exchange member who is 
unaffiliated with the member initiating 
the order, the Commission has 
recognized that the requirement is not 
applicable when automated exchange 
facilities are used. Because the design of 
these systems (such as PHLX XL) 
ensures that members do not possess 
any special or unique trading 
advantages in handling orders after 
transmitting them to exchange floors, 
the commission has stated that 
executions obtained through these 
systems satisfy the independent 
execution requirement of Rule 11a2– 
2T.30 The Exchange believes that the 
design of PHLX XL ensures that 
members do not possess any special or 
unique trading advantages in the 
handling of their orders. 

Finally, respecting non-retention of 
compensation for discretionary 
accounts, the Exchange represents that 
members who intend to rely on Rule 
11a2–2(T) in connection with 
transactions in PIXL Orders must 
comply with the requirements of 
Section (a)(2)(iv) of the rule. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were either 
solicited or received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 45 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate if it 
finds such longer period to be 
appropriate and publishes its reasons 
for so finding or (ii) as to which the self- 
regulatory organization consents, the 
Commission will: 

(A) By order approve or disapprove 
the proposed rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www/sec/gov/ 
rules/wro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–Phlx–2010–108 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–Phlx–2010–108. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
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31 17 CFR 200.30–3(a)(12). 
1 15 U.S.C.78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

4 The time that elapses from an order message’s 
receipt by an Exchange device until the time that 
a matching engine acknowledgement with respect 
to such order message is transmitted from the 
Exchange device back to the user. For market data, 
the time measurement will be from the time that the 
market data engine receives a market data update 
until the time that the market data update is 
transmitted from the Exchange device back to the 
user. 

5 In addition to the boundary-level Exchange 
latency information, match level information will 
also provide further elapsed time detail for 
messaging between Exchange internal systems. 

6 The product measures latency of orders whether 
the orders are rejected, executed, or partially 
executed. 

7 15 U.S.C. 78f(b)(5). 

public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549–1090 on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of the filing also 
will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–Phlx– 
2010–108 and should be submitted on 
or before September 7, 2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.31 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20100 Filed 8–13–10; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62682; File No. SR–EDGX– 
2010–09] 

Self-Regulatory Organizations; EDGX 
Exchange, Inc.; Notice of Filing of 
Proposed Rule Change Relating to a 
Revenue Sharing Program with 
Correlix, Inc. 

August 10, 2010. 
Pursuant to Section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that, July 28, 
2010, EDGX Exchange, Inc. (the 
‘‘Exchange’’ or ‘‘EDGX’’) filed with the 
Securities and Exchange Commission 
(the ‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the Exchange. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

EDGX proposes to establish a revenue 
sharing program with Correlix, Inc. 
(‘‘Correlix’’). There is no new proposed 
rule text. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
self-regulatory organization has 
prepared summaries, set forth in 
Sections A, B and C below, of the most 
significant aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and the 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The Exchange is filing a proposed rule 
change to establish a revenue sharing 
program with Correlix effective upon 
filing with the Commission. Pursuant to 
an agreement with Correlix, Correlix 
will provide to users of the Exchange 
real-time analytical tools to measure the 
latency of orders to and from that 
System. Under the agreement, the 
Exchange will receive 30% of the total 
monthly subscription fees received by 
Correlix from parties who have 
contracted directly with Correlix to use 
their RaceTeam latency measurement 
service for the Exchange. The Exchange 
will not bill or contract with any 
Correlix RaceTeam customer directly. 

Pricing for the Correlix RaceTeam 
product for the Exchange varies 
depending on the depth of latency 
information requested, the number of 
unique MPIDs subscribed by the 
customer, and the number of ports 
available for monitoring by Correlix. For 
boundary-level Exchange latency 
information,4 the fee will be an initial 
$1,500 monthly base fee for the first 25 
ports associated in aggregate with any of 
the MPIDs selected by the Member for 
latency monitoring. For each additional 
25 ports associated in aggregate with 
any of the MPIDs selected by the 
Member for latency monitoring, an 
additional monthly charge of $750 will 
be assessed. For match-level Exchange 

latency information,5 the fee will be an 
initial $2,000 monthly base fee for the 
first 25 ports associated in aggregate 
with any of the MPIDs selected for 
latency monitoring, and an additional 
$1,000 per month for each additional 25 
ports associated in aggregate with any of 
the MPIDs selected for latency 
monitoring. 

Under the program, Correlix will see 
an individualized unique Exchange- 
generated identifier that will allow 
Correlix RaceTeam to determine round 
trip order time,6 from the time the order 
reaches the Exchange extranet, through 
the Exchange matching engine, and back 
out of the Exchange extranet. The 
RaceTeam product offering does not 
measure latency outside of the Exchange 
extranet. The unique identifier serves as 
a technological information barrier so 
that the RaceTeam data collector will 
only be able to view data for Correlix 
RaceTeam subscriber firms related to 
latency. Correlix will not see 
subscriber’s individual order detail such 
as security, price or size. Individual 
RaceTeam subscribers’ logins will 
restrict access to only their own latency 
data. Correlix will see no specific 
information regarding the trading 
activity of non-subscribers. 

The Exchange believes that above 
arrangement will provide users of the 
Exchange greater transparency into the 
processing of their trading activity and 
allow them to make more efficient 
trading decisions. 

2. Statutory Basis 

The statutory basis for the proposed 
rule change is Section 6(b)(5) of the 
Act,7 which requires the rules of an 
exchange to promote just and equitable 
principles of trade, to foster cooperation 
and coordination with persons engaged 
in regulating, clearing, settling, 
processing information with respect to, 
and facilitating transactions in 
securities, to remove impediments to 
and perfect the mechanism of a free and 
open market and a national market 
system and, in general, to protect 
investors and the public interest. In 
particular, the proposal will provide 
greater transparency into trade and 
information processing and thus allow 
market participants to make better- 
informed and more efficient trading 
decisions. 
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8 15 U.S.C. 78f. 
9 15 U.S.C. 78f(b)(4). 

10 The text of the proposed rule change is 
available on Exchange’s Web site at http:// 
www.directedge.com, on the Commission’s Web site 
at http://www.sec.gov, at EDGX, and at the 
Commission’s Public Reference Room. 

11 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78s(b)(3)(A)(i). 
3 17 CFR 240.19b–4(f)(1). 
4 The Commission has modified the text of the 

summaries prepared by OCC. 

In addition, the Exchange believes 
that the proposed rule change is 
consistent with the provisions of 
Section 6 of the Act,8 in general, and 
with Section 6(b)(4) of the Act,9 in 
particular, in that it provides for the 
equitable allocation of reasonable dues, 
fees and other charges among members 
and issuers and other persons using any 
facility or system which the Exchange 
operates or controls. In particular, the 
Exchange notes that it operates in a 
highly competitive market in which 
market participants can readily direct 
orders to competing venues and that use 
of the Correlix RaceTeam product is 
completely voluntary. Further, the 
Exchange makes the RaceTeam product 
uniformly available pursuant to a 
standard non-discriminatory pricing 
schedule offered by Correlix. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 45 days of the date of 
publication of this notice in the Federal 
Register or within such longer period 
up to 90 days (i) as the Commission may 
designate if it finds such longer period 
to be appropriate and publishes its 
reasons for so finding or (ii) as to which 
the self-regulatory organization 
consents, the Commission will: 

(A) By order approve or disapprove 
the proposed rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–EDGX–2010–09 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–EDGX–2010–09. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission,10 all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of the filing also 
will be available for inspection and 
copying at the principal office of the 
Exchange. All comments received will 
be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–EDGX– 
2010–09 and should be submitted on or 
before September 7, 2010. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.11 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20104 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62685; File No. SR–OCC– 
2010–12] 

Self-Regulatory Organizations; The 
Options Clearing Corporation; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change To Modify 
the Definition of Government 
Securities To Exclude Separate 
Trading of Registered Interest and 
Principal Securities on Treasury 
Inflation Protected Securities, 
Commonly Known as TIP–STRIPS 

August 10, 2010. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 notice is hereby given that on 
July 29, 2010, The Options Clearing 
Corporation (‘‘OCC’’) filed with the 
Securities and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change described in Items I and II 
below, which items have been prepared 
primarily by OCC. OCC filed the 
proposal pursuant to Section 
19(b)(3)(A)(i) of the Act 2 and Rule 19b– 
4(f)(1) 3 thereunder so that the proposal 
was effective upon filing with the 
Commission. The Commission is 
publishing this notice to solicit 
comments on the rule change from 
interested parties. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The proposed rule change will modify 
the definition of ‘‘Government 
securities’’ found in Article I, Section 1 
of OCC’s By-Laws to exclude Separate 
Trading of Registered Interest and 
Principal Securities (‘‘STRIPS’’) on 
Treasury Inflation Protected Securities 
(‘‘TIPS’’), commonly known as TIP– 
STRIPS. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
OCC included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. OCC has prepared 
summaries, set forth in sections (A), (B), 
and (C) below, of the most significant 
aspects of these statements.4 
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5 15 U.S.C. 78q–1. 
6 15 U.S.C. 78s(b)(3)(A)(i). 
7 17 CFR 240.19b–4(f)(1). 

(A) Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The purpose of this rule change is to 
modify the definition of ‘‘Government 
securities’’ found in Article I, Section 1 
of OCC’s By-Laws to exclude Separate 
Trading of Registered Interest and 
Principal Securities (‘‘STRIPS’’) on 
Treasury Inflation Protected Securities 
(‘‘TIPS’’), commonly known as TIP– 
STRIPS. The reason for the proposed 
exclusion is the absence of a liquid 
secondary market for TIP–STRIPS. 

U.S. and Canadian Government 
securities are acceptable forms of 
collateral for margin and clearing fund 
purposes. OCC defines Government 
securities to be securities issued or 
guaranteed by the United States or 
Canadian Government or any other 
government acceptable to OCC. U.S. 
Government securities include bills, 
bonds, notes, TIPS, and STRIPS. The 
U.S. Government does not issue 
STRIPS, but it does guarantee their 
principal payments making them 
eligible as Government securities for 
purposes of OCC’s By-Laws and Rules. 
The U.S. Government also does not 
issue TIP–STRIPS. Nonetheless, TIP– 
STRIPS fall within OCC’s definition of 
Government securities as their principal 
is guaranteed by the U.S. Government. 

TIP–STRIPS were first issued in the 
late 1990’s by an investment bank to 
meet the needs of certain clients. The 
securities are registered in the Federal 
Reserve Bank’s book entry system. The 
securities have a de minimis circulation, 
and there currently is no active 
secondary market for them resulting in 
a lack of price transparency and 
liquidity and no reliable means by 
which to determine their value. OCC’s 
ability to liquidate this form of collateral 
in the event of a clearing member 
default could be severely compromised 
as a result of these factors. Accordingly, 
OCC has concluded TIP–STRIPS should 
be excluded from the definition of 
Government securities. OCC is unaware 
of any instance in which a clearing 
member has pledged TIP–STRIPS to 
meet its margin or clearing fund 
obligation. Therefore, OCC believes 
excluding TIP–STRIPS from the 
definition of Government securities 
enhances the protection of OCC, 
clearing members, and the investing 
public without imposing a burden on 
clearing members depositing 
Government securities to meet their 
margin and clearing fund obligations. 

2. Statutory Basis 

OCC believes that the proposed rule 
change is consistent with Section 17A of 
the Act,5 as amended, because it assures 
the safeguarding of securities and funds 
which are in OCC’s custody and control 
and provides for the protection of 
investors and the public interest. The 
proposed change meets these objectives 
by making a security with de minimis 
circulation, liquidity, and price 
transparency ineligible for deposit as a 
form of collateral. As OCC has not 
identified an instance in which a 
clearing member has deposited such 
security as collateral, the proposed 
change does not burden clearing 
members or adversely affect their ability 
to meet their obligations to OCC. The 
proposed rule change is not inconsistent 
with the existing rules of OCC, 
including any other rules proposed to be 
amended. 

(B) Self-Regulatory Organization’s 
Statement on Burden on Competition 

OCC does not believe that the 
proposed rule change will have any 
impact or impose any burden on 
competition. 

(C) Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

Written comments relating to the 
proposed rule change were not and are 
not intended to be solicited or received. 
OCC will notify the Commission of any 
written comments received by OCC. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing proposed rule change 
has become effective upon filing 
pursuant to Section 19(b)(3)(A)(i) of the 
Act 6 and Rule 19b–4(f)(1) 7 thereunder 
because the proposed rule change 
constitutes a stated policy, practice, or 
interpretation with respect to the 
meaning, administration, or 
enforcement of an existing rule. At any 
time within 60 days of the filing of the 
proposed rule change, the Commission 
summarily may temporarily suspend 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–OCC–2010–12 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–OCC–2010–12. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of such filings 
also will be available for inspection and 
copying at the principal office of OCC 
and on OCC’s Web site at http://www.
optionsclearing.com/components/docs/
legal/rules_and_bylaws/sr_occ_10_12.
pdf. 

All comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–OCC–2010–12 and should 
be submitted on or before September 7, 
2010. 
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8 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78s(b)(3)(A)(iii). 
3 17 CFR 240.19b–4(f)(4). 
4 The Commission has modified the text of the 

summaries prepared by DTC. 

5 Securities Exchange Act Release No. 34–29291 
(June 12, 1991), 56 FR 28190 (June 19, 1991). 

6 Securities Exchange Act Release No. 34–43964 
(February 14, 2001), 66 FR 1190 (February 22, 
2001). 

7 15 U.S.C. 78q–1. 

8 15 U.S.C. 78s(b)(3)(A)(iii). 
9 17 CFR 240.19b–4(f)(4). 

For the Commission by the Division of 
Trading and Markets, pursuant to delegated 
authority.8 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20181 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–62686; File No. SR–DTC– 
2010–10] 

Self-Regulatory Organizations; The 
Depository Trust Company; Notice of 
Filing and Immediate Effectiveness of 
Proposed Rule Change To Promote 
Efficiencies Within the Legal Notice 
System 

August 10, 2010. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 notice is hereby given that on 
July 29, 2010, The Depository Trust 
Company (‘‘DTC’’) filed with the 
Securities and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change described in Items I and II 
below, which items have been prepared 
primarily by DTC. DTC filed the 
proposal pursuant to Section 
19(b)(3)(A)(iii) of the Act 2 and Rule 
19b–4(f)(4) 3 thereunder so that the 
proposal was effective upon filing with 
the Commission. The Commission is 
publishing this notice to solicit 
comments on the rule change from 
interested parties. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The proposed rule change promotes 
efficiencies within the Legal Notice 
System (‘‘LENS’’). 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
DTC included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. DTC has prepared 
summaries, set forth in sections (A), (B), 
and (C) below, of the most significant 
aspects of these statements.4 

(A) Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
In 1991, DTC created LENS to reduce 

the amount of paper that DTC 
participants (‘‘Participants’’) receive in 
connection with DTC’s distribution of 
legal notices. At that time, notices were 
made available through an electronic 
format through DTC’s proprietary PTS 
3270 terminal network (‘‘PTS service’’).5 
In 2000, DTC enhanced LENS by 
making the notices available over the 
Internet (‘‘Web service’’).6 The Web 
service improved the PTS service by: 
(i) Reducing the costs of distribution, 
which cost was ultimately borne by 
Participants, (ii) offering online viewing 
of notices and notice download 
capability, and (iii) providing up-to-date 
functionality that a web environment 
supports such as the option to receive 
e-mail alerts when new notices are 
posted for CUSIPs specified by the user. 
The Web service is also more accessible, 
requiring little or no training when 
Participants bring on new staff. 

Recently, DTC has been studying 
whether further enhancements and 
efficiencies can be made to the LENS 
service. In an effort to reduce the costs 
associated with LENS, DTC will end the 
use of the LENS service through PTS 
effective August 27, 2010. DTC has 
notified Participants currently using the 
LENS system through PTS by Important 
Notice on a ‘‘splash screen’’ (displayed 
when Participants sign on to PTS) and 
through its Relationship Management 
newsletter. Participants will continue to 
have access to LENS through the Web 
service, which, as mentioned 
previously, provides greater ease of use 
and functionality. 

2. Statutory Basis 
DTC believes that the proposed rule 

change is consistent with Section 17A of 
the Act 7 because it controls costs 
associated with a service provided by 
DTC and therefore does not significantly 
affect the respective rights or obligations 
of DTC or persons using the service. 

(B) Self-Regulatory Organization’s 
Statement on Burden on Competition 

DTC does not believe that the 
proposed rule change will have any 
impact or impose any burden on 
competition. 

(C) Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

Written comments relating to the 
proposed rule change were not and are 
not intended to be solicited or received. 
DTC will notify the Commission of any 
written comments received by DTC. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing proposed rule change 
has become effective upon filing 
pursuant to Section 19(b)(3)(A)(iii) of 
the Act 8 and Rule 19b–4(f)(4) 9 
thereunder because the proposed rule 
change effects a change in an existing 
service of DTC that: (i) Does not 
adversely affect the safeguarding of 
securities or funds in DTC’s custody or 
control or for which it is responsible 
and (ii) does not significantly affect the 
respective rights and obligations of DTC 
or persons using the service. At any 
time within 60 days of the filing of the 
proposed rule change, the Commission 
summarily may temporarily suspend 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–DTC–2010–10 on the 
subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Elizabeth M. Murphy, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–DTC–2010–10. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
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10 17 CFR 200.30–3(a)(12). 

only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for Web site viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE., 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of such filings 
also will be available for inspection and 
copying at the principal office of DTC 
and on DTC’s Web site at http:// 
www.dtcc.com/downloads/legal/ 
rule_filings/2010/dtc/2010-10.pdf. 

All comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–DTC–2010–10 and should 
be submitted on or before September 7, 
2010. 

For the Commission by the Division of 
Trading and Markets, pursuant to delegated 
authority.10 
Florence E. Harmon, 
Deputy Secretary. 
[FR Doc. 2010–20182 Filed 8–13–10; 8:45 am] 

BILLING CODE 8010–01–P 

OFFICE OF THE UNITED STATES 
TRADE REPRESENTATIVE 

Generalized System of Preferences 
(GSP): Notice Extending Deadline for 
Submission of Petitions for the 2010 
Annual GSP Product Review 

AGENCY: Office of the United States 
Trade Representative. 
ACTION: Notice of extension of deadline 
for public petitions. 

SUMMARY: On July 15, 2010, a public 
notice was published in the Federal 
Register on pages 41274–41276 
requesting petitions by August 3, 2010, 
to modify the list of products that are 
eligible for duty-free treatment under 
the Generalized System of Preferences 
(GSP) program. This notice extends the 
deadline for submission of petitions for 

the 2010 Annual GSP Product Review to 
5 p.m., Friday, August 13, 2010. 
Notification of which petitions are 
accepted for the 2010 Annual GSP 
Review and of other relevant dates will 
be announced in the Federal Register at 
a later date. 
FOR FURTHER INFORMATION CONTACT: 
Tameka Cooper, GSP Program, Office of 
the United States Trade Representative, 
1724 F Street, NW., Room 601, 
Washington, DC 20508. The telephone 
number is (202) 395–6971, the fax 
number is (202) 395–2961, and the 
e-mail address is 
Tameka_Cooper@ustr.eop.gov. 

Public versions of the petitions 
submitted will be available for public 
viewing in docket USTR–2010–0017 at 
http://www.regulations.gov upon 
completion of processing and no later 
than approximately two weeks after the 
extended August 13, 2010 due date. 

Seth Vaughn, 
Director, GSP Program; Chairman, GSP 
Subcommittee of the Trade Policy Staff 
Committee; Office of the U.S. Trade 
Representative. 
[FR Doc. 2010–19980 Filed 8–13–10; 8:45 am] 

BILLING CODE 3190–W0–P 

OFFICE OF THE UNITED STATES 
TRADE REPRESENTATIVE 

[Docket No. USTR–2010–0013] 

WTO Dispute Settlement Proceeding 
Regarding United States—Measures 
Affecting the Production and Sale of 
Clove Cigarettes 

AGENCY: Office of the United States 
Trade Representative. 
ACTION: Notice; request for comments. 

SUMMARY: The Office of the United 
States Trade Representative (‘‘USTR’’) is 
providing notice that on June 10, 2010, 
the United States received a request 
from the Republic of Indonesia 
(‘‘Indonesia’’) for the establishment of a 
dispute settlement panel under the 
Marrakesh Agreement Establishing the 
World Trade Organization (‘‘WTO 
Agreement’’) regarding a provision of the 
Family Smoking Prevention and 
Tobacco Control Act (Pub. L. 111–31). 
That request may be found at http:// 
www.wto.org in a document designated 
as WT/DS406/2. USTR invites written 
comments from the public concerning 
the issues raised in this dispute. 
DATES: Although USTR will accept any 
comments received during the course of 
the dispute settlement proceedings, 
comments should be submitted on or 
before September 15, 2010 to be assured 
of timely consideration by USTR. 

ADDRESSES: Public comments should be 
submitted electronically to http:// 
www.regulations.gov, docket number 
USTR–2010–0013. If you are unable to 
provide submissions by http:// 
www.regulations.gov, please contact 
Sandy McKinzy at (202) 395–9483 to 
arrange for an alternative method of 
transmission. If (as explained below) the 
comment contains confidential 
information, then the comment should 
be submitted by fax only to Sandy 
McKinzy at (202) 395–3640. 
FOR FURTHER INFORMATION CONTACT: 
Richard Chriss, Chief Agriculture 
Counsel, Office of the United States 
Trade Representative, 600 17th Street, 
NW., Washington, DC 20508, (202) 395– 
5962. 
SUPPLEMENTARY INFORMATION: Section 
127(b) of the Uruguay Round 
Agreements Act (URAA) (19 U.S.C. 
2527(b)(1)) requires that notice and 
opportunity for comment be provided 
after the United States submits or 
receives a request for the establishment 
of a WTO dispute settlement panel. 
Consistent with this obligation, USTR is 
providing notice that Indonesia has 
requested the establishment of a dispute 
settlement panel pursuant to the WTO 
Understanding on Rules and Procedures 
Governing the Settlement of Disputes 
(‘‘DSU’’). The panel was established 
pursuant to the DSU on July 20, 2010, 
and is expected to hold its meetings in 
Geneva, Switzerland, and to issue a 
report on its findings and 
recommendations within nine months 
after the date of its establishment. 

Major Issues Raised by Indonesia 

In its request for establishment of a 
panel, Indonesia challenges a provision 
of the Family Smoking Prevention and 
Tobacco Control Act (Pub. L. 111–31) 
(the ‘‘Act’’). Among other things, the Act 
amends the Federal Food, Drug, and 
Cosmetic Act by adding a new Section 
907. Section 907 bans sales of all 
flavored cigarettes, other than tobacco or 
menthol flavors, wherever they are 
produced, beginning 90 days after the 
legislation was signed into law 
(September 20, 2009). Indonesia states 
that it considers Section 907 to be 
inconsistent with the obligations of the 
United States under Article III:4 and 
Article XX of the General Agreement on 
Tariffs and Trade 1994, and Articles 
2.1, 2.2, 2.5, 2.8, 2.9, 2.10, 2.12, and 12.3 
of the Agreement on Technical Barriers 
to Trade. Indonesia further states that if 
the United States should assert that the 
measure at issue is an SPS measure, 
then it is Indonesia’s view that the 
measure is inconsistent with Articles 2, 
3, 5, and 7 of the Agreement on the 
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Application of Sanitary and 
Phytosanitary Measures. 

Public Comment: Requirements for 
Submissions 

Interested persons are invited to 
submit written comments concerning 
the issues raised in this dispute. Persons 
may submit public comments 
electronically to http:// 
www.regulations.gov docket number 
USTR–2010–0013. If you are unable to 
provide submissions by http:// 
www.regulations.gov, please contact 
Sandy McKinzy at (202) 395–9483 to 
arrange for an alternative method of 
transmission. 

To submit comments via http:// 
www.regulations.gov, enter docket 
number USTR–2010–0013 on the home 
page and click ‘‘search’’. The site will 
provide a search-results page listing all 
documents associated with this docket. 
Find a reference to this notice by 
selecting ‘‘Notice’’ under ‘‘Document 
Type’’ on the left side of the search- 
results page, and click on the link 
entitled ‘‘Submit a Comment.’’ (For 
further information on using the http:// 
www.regulations.gov Web site, please 
consult the resources provided on the 
Web site by clicking on ‘‘How to Use 
This Site’’ on the left side of the home 
page.) 

The http://www.regulations.gov site 
provides the option of providing 
comments by filling in a ‘‘Type 
Comment and Upload File’’ field, or by 
attaching a document. It is expected that 
most comments will be provided in an 
attached document. If a document is 
attached, it is sufficient to type ‘‘See 
attached’’ in the ‘‘Type Comment and 
Upload File’’ field. 

A person requesting that information 
contained in a comment submitted by 
that person be treated as confidential 
business information must certify that 
such information is business 
confidential and would not customarily 
be released to the public by the 
submitter. Confidential business 
information must be clearly designated 
as such and the submission must be 
marked ‘‘BUSINESS CONFIDENTIAL’’ at 
the top and bottom of the cover page 
and each succeeding page. Any 
comment containing business 
confidential information must be 
submitted by fax to Sandy McKinzy at 
(202) 395–3640. A non-confidential 
summary of the confidential 
information must be submitted to http:// 
www.regulations.gov. The non- 
confidential summary will be placed in 
the docket and open to public 
inspection. 

Information or advice contained in a 
comment submitted, other than business 

confidential information, may be 
determined by USTR to be confidential 
in accordance with section 135(g)(2) of 
the Trade Act of 1974 (19 U.S.C. 
2155(g)(2)). If the submitter believes that 
information or advice may qualify as 
such, the submitter— 

(1) Must clearly so designate the 
information or advice; 

(2) Must clearly mark the material as 
‘‘SUBMITTED IN CONFIDENCE’’ at the 
top and bottom of the cover page and 
each succeeding page; and 

(3) Must provide a non-confidential 
summary of the information or advice. 

Any comment containing confidential 
information must be submitted by fax. A 
non-confidential summary of the 
confidential information must be 
submitted to http:// 
www.regulations.gov. The non- 
confidential summary will be placed in 
the docket and open to public 
inspection. 

USTR will maintain a docket on this 
dispute settlement proceeding 
accessible to the public. The public file 
will include non-confidential comments 
received by USTR from the public with 
respect to the dispute. If a dispute 
settlement panel is convened or in the 
event of an appeal from such a panel, 
the U.S. submissions, any non- 
confidential submissions, or non- 
confidential summaries of submissions, 
received from other participants in the 
dispute, will be made available to the 
public on USTR’s Web site at http:// 
www.ustr.gov, and the report of the 
panel, and, if applicable, the report of 
the Appellate Body, will be available on 
the Web site of the World Trade 
Organization, http://www.wto.org. 

Comments will be placed in the 
docket and open to public inspection 
pursuant to 15 CFR 2006.13, except 
confidential business information 
exempt from public inspection in 
accordance with 15 CFR 2006.15 or 
information determined by USTR to be 
confidential in accordance with 19 
U.S.C. 2155(g)(2). Comments open to 
public inspection may be viewed on the 
www.regulations.gov Web site. 

Steven F. Fabry, 
Assistant United States Trade Representative 
for Monitoring and Enforcement. 
[FR Doc. 2010–20161 Filed 8–13–10; 8:45 am] 

BILLING CODE 3190–W0–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

[U.S. DOT Docket No. NHTSA–2010–0109] 

Reports, Forms, and Record Keeping 
Requirements 

AGENCY: National Highway Traffic 
Safety Administration (NHTSA), DOT. 
ACTION: Request for public comment on 
proposed collection of information. 

SUMMARY: Before a Federal agency can 
collect certain information from the 
public, it must receive approval from 
the Office of Management and Budget 
(OMB). Under procedures established 
by the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501 et seq.), before seeking 
OMB approval, Federal agencies must 
solicit public comment on proposed 
collections of information, including 
extensions and reinstatements of 
previously approved collections. 

This document describes an 
Information Collection Request (ICR) for 
which NHTSA intends to seek OMB 
approval. 

DATES: Comments must be submitted on 
or before October 15, 2010. 
ADDRESSES: Direct all written comments 
to the U.S. Department of 
Transportation Dockets, 1200 New 
Jersey Ave, SE., Washington, DC 20590. 
You may also submit comments 
electronically at http:// 
www.regulations.gov. All comments 
should refer to the Docket No. NHTSA– 
2010–0109. 
FOR FURTHER INFORMATION CONTACT: 
Jessica Cicchino, Ph.D, Contracting 
Officer’s Technical Representative, 
Office of Behavioral Safety Research 
(NTI–131), National Highway Traffic 
Safety Administration, 1200 New Jersey 
Ave, SE., W46–491, Washington, DC 
20590. Dr. Cicchino’s phone number is 
202–366–2752 and her e-mail address is 
jessica.cicchino@dot.gov. 
SUPPLEMENTARY INFORMATION: Under the 
Paperwork Reduction Act of 1995, 
before an agency submits a proposed 
collection of information to OMB for 
approval, it must publish a document in 
the Federal Register providing a 60-day 
comment period and otherwise consult 
with members of the public and affected 
agencies concerning each proposed 
collection of information. The OMB has 
promulgated regulations describing 
what must be included in such a 
document. Under OMB’s regulations (at 
5 CFR 1320.8(d)), an agency must ask 
for public comment on the following: 

(i) Whether the proposed collection of 
information is necessary for the proper 
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performance of the functions of the 
agency, including whether the 
information will have practical utility; 

(ii) The accuracy of the agency’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; 

(iii) How to enhance the quality, 
utility, and clarity of the information to 
be collected; and 

(iv) How to minimize the burden of 
the collection of information on those 
who are to respond, including the use 
of appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology, e.g., permitting 
electronic submission of responses. 

In compliance with these 
requirements, NHTSA asks public 
comment on the following proposed 
collection of information: 

Title: The Effect of Entry-Level 
Motorcycle Rider Training on 
Motorcycle Crashes. 

Type of Request: New information 
collection request. 

OMB Clearance Number: None. 
Form Number: This collection of 

information uses no standard forms. 
Requested Expiration Date of 

Approval: 3 years from date of approval. 
Summary of the Collection of 

Information: The National Highway 
Traffic Safety Administration (NHTSA) 
plans on combining information from 
surveys, motorcycle riding skills tests, 
and archival records to examine the 
effect of entry-level motorcycle rider 
training on safe motorcycle riding. 
Participation by respondents will be 
voluntary. Surveys will be used to 
collect information from motorcycle 
riders on topics such as demographics, 
attitudes towards safety, miles and years 
of riding experience, purpose of riding, 
training history, alcohol use while 
riding, use of helmets and protective 
gear while riding, and riding experience 
under different conditions (for instance, 
in inclement weather or while fatigued). 

This information will be used to 
initially match riders that have received 
entry-level training with untrained 
riders at the start of the study to ensure 
that these groups are comparable in 
terms of demographics, safety attitudes, 
riding experience, and purpose of 
riding. Survey information will 
additionally supplement data from 
skills tests of riders’ on-motorcycle 
performance and archival data on riders’ 
crashes, injury severity, and motor 
vehicle citations. Data collected from 
motorcycle riders that have received 
entry-level rider training will be 
compared to data from untrained 
motorcycle riders. 

Surveys will be conducted 
electronically over the internet when 
possible, with a pen-and-paper option 
available if preferred by the respondent. 

Need and Use of Information: 
NHTSA’s mission is to save lives, 
prevent injuries, and reduce healthcare 
and other economic costs associated 
with motor vehicle crashes. A total of 
5,290 motorcycle riders lost their lives 
in traffic crashes in 2008. This 
represents a 150% increase in the 
number of motorcycle fatalities since 
1997. In contrast, the number of 
fatalities from car crashes has decreased 
during this time. 

Motorcycle rider training is a part of 
most States’ motorcycle safety programs, 
and funds are set aside under Section 
2010 of SAFETEA–LU in part to help 
States increase their motorcycle 
training. A study conducted by 
Billheimer (1998) found that trained 
riders with less than 500 miles of riding 
experience had a lower crash rate than 
untrained riders during the six months 
after training. Other studies conducted 
on the effectiveness of motorcycle rider 
training in the United States, however, 
have not found an effect of motorcycle 
rider training on crashes. Thus, the 
extent to which motorcycle rider 
training reduces crash involvement is 
unclear. 

In 2000, NHTSA and the Motorcycle 
Safety Foundation published the 
National Agenda for Motorcycle Safety 
(NAMS), which includes 
recommendations to improve 
motorcycle safety efforts in the United 
States. One of the recommendations in 
the NAMS is to ‘‘conduct uniform 
follow-up research into the effectiveness 
and impact of rider education and 
training.’’ NHTSA convened an expert 
panel in 2008 to discuss the best way to 
perform a comprehensive study of the 
effectiveness of motorcycle rider 
training (Brock, Robinson, Robinson & 
Percer, 2010). The panel concluded that 
such a study should examine the effect 
of rider training on the characteristics of 
a safe rider, which would encompass 
riders’ on-motorcycle skills in addition 
to the outcomes of their riding (crashes 
and injuries) and their preparation for 
riding (such as avoiding impairments). 
The proposed study will carry out the 
recommendations of the expert panel. 

Description of the Likely Respondents 
(Including Estimated Number, and 
Proposed Frequency of Response to the 
Collection of Information): Respondents 
will be motorcycle riders that have and 
have not completed an entry-level 
motorcycle rider training course, with 
an emphasis on novice riders with less 
than 500 miles of riding experience. 
Participation will be solicited through 

motorcycle rider training courses, 
Departments of Motor Vehicles, 
motorcycle dealerships, motorcycle 
accessory shops, and at motorcycle 
trade shows. 

Under this collection, up to 16,000 
motorcycle riders (8,000 trained and 
8,000 untrained) will participate in an 
initial screening survey. Of this initial 
sample, approximately 625 trained 
riders will be matched with 625 
untrained riders on the basis of 
similarities in their demographics, 
safety attitudes, riding experience, and 
riding purpose for a total of 1,250 riders. 
These 1,250 motorcycle riders will 
participate in two additional follow-up 
surveys: One six months after the initial 
matching survey, and one 18 months 
after the initial matching survey. 
Consequently, of the initial 16,000 
respondents, the 1,250 matched riders 
will be surveyed three times over 18 
months, and the 14,750 unmatched 
riders will be surveyed once. The 
purpose of this matched pairs survey is 
to obtain information on how trained 
and untrained motorcycle riders prepare 
for riding and on their prior riding 
experience, which will supplement data 
from archival records on crashes, injury 
severity, and motor vehicle citations. 

An additional group of motorcycle 
riders will respond to surveys in 
conjunction with participating in a 
motorcycle riding skills test. Two 
hundred seventy motorcycle riders, 135 
trained and 135 untrained, will 
complete a survey and an on-motorcycle 
skills test shortly after receiving training 
(for trained riders) or shortly after 
beginning the study (for untrained 
riders). The same number of riders will 
complete a follow-up survey and on- 
motorcycle skills test six months later. 

Estimate of the Total Annual 
Reporting and Record Keeping Burden 
Resulting from the Collection of 
Information: The initial screening 
survey will take approximately 15 
minutes to complete, and all other 
surveys will take approximately 12 
minutes to complete. The estimated 
burden for respondents that participate 
in the initial screening survey only is 
3,687.5 hours (14,750 respondents at 15 
minutes each). The additional estimated 
burden for the 1,250 riders that are 
matched from the screening survey is 
812.5 hours (1,250 respondents, surveys 
at three time points, 15 minutes for the 
first survey, 12 minutes each for 
subsequent surveys). Finally, the 
estimated burden for the information 
collected from the skills test 
participants is 108 hours (270 
respondents, surveys at two time points, 
12 minutes each). 
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The total burden resulting from the 
collection of information is 4,608 hours. 
For the respondents that participate in 
the initial screening survey only, the 
annual estimated burden is 3,687.5 
hours. For the 1,250 respondents 
matched from the screening survey, the 
estimated annual burden is 542 hours 
(812.5 hours total over a period of 18 
months). For the riders that will 
participate in the on-motorcycle skills 
test, the estimated annual burden from 
information collection is 108 hours. 
Therefore, the total estimated annual 
burden is 4,337.5 hours. The 
respondents would not incur any 
recordkeeping burden or recordkeeping 
cost from the information collection. 

Authority: 44 U.S.C. Section 3506(c)(2)(A). 

Jeff Michael, 
Associate Administrator, Research and 
Program Development. 
[FR Doc. 2010–20162 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–59–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

Office of Commercial Space 
Transportation; Availability of Finding 
of No Significant Impact (FONSI) and 
Record of Decision (ROD) for Actions 
Related to Environmental Assessment 
for the Expansion of the Wallops Flight 
Facility Launch Range 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation. 
ACTION: Notice. 

SUMMARY: In accordance with the 
National Environmental Policy Act of 
1969 (NEPA), 42 U.S.C. 4321–4347 (as 
amended), Council on Environmental 
Quality NEPA implementing regulations 
(40 Code of Federal Regulations (CFR) 
parts 1500 to 1508), and FAA Order 
1050.1E, Change 1, the FAA is 
announcing the availability of a FONSI/ 
ROD, based on the analysis and findings 
of the National Aeronautics and Space 
Administration’s (NASA) August 2009 
Environmental Assessment for the 
Expansion of the Wallops Flight Facility 
Launch Range (the EA). The FAA 
(Office of Commercial Space 
Transportation) participated as a 
cooperating agency with NASA in the 
preparation of the EA, which evaluates 
the potential environmental impacts of 
the proposed expansion of the Mid- 
Atlantic Regional Spaceport (MARS) at 
NASA’s Goddard Space Flight Center 
Wallops Flight Facility (WFF). As the 
MARS expansion would require Federal 
actions (as defined in 40 CFR Section 

1508.18) involving both NASA and the 
FAA, the EA was prepared to satisfy the 
NEPA obligations of both agencies. 
NASA, as the WFF property owner and 
lead agency, is responsible for ensuring 
overall compliance with applicable 
environmental statutes, including 
NEPA. The FAA served as a cooperating 
agency in the preparation of the EA 
because of its role in (1) licensing the 
Virginia Commercial Space Flight 
Authority (VCSFA) which operates 
MARS as a commercial launch site and 
(2) issuing licenses or permits to operate 
commercial launch and reentry vehicles 
at MARS. The FAA has formally 
adopted the EA and is using the FONSI/ 
ROD to support the modification or 
renewal of VCSFA’s Launch Site 
Operator License and issuance of 
licenses or experimental permits for 
commercial launch and reentry vehicles 
at MARS. 

Under the Proposed Action in the EA, 
NASA and MARS facilities would be 
upgraded to support up to and 
including medium large class suborbital 
and orbital expendable launch vehicle 
(ELV) launch activities from WFF. 
NASA’s Preferred Alternative includes 
site improvements required to support 
launch operations (such as facility 
construction and infrastructure 
improvements); testing, fueling, and 
processing operations; up to two static 
fire tests per year; launching up to six 
orbital-class vehicles per year from Pad 
0–A; and the reentry of associated crew 
or cargo capsules. Implementation of 
NASA’s Preferred Alternative would 
result in a maximum of 18 orbital-class 
vehicle launches from MARS Launch 
Complex 0 (twelve existing launches 
from Pad 0–B and six additional 
launches from Pad 0–A). As several 
different launch and reentry vehicles 
could launch from MARS Pad 0–A, the 
largest launch vehicle and payload 
(which could include a reentry vehicle), 
in terms of size, weight, and dimension, 
was chosen as the demonstration, or 
‘‘envelope,’’ vehicle and payload to 
provide a benchmark for assessing 
impacts on resources at WFF and the 
surrounding environment. Orbital 
Sciences Corporation’s Taurus II would 
be the largest ELV expected to be 
launched from MARS Pad 0–A under 
the Proposed Action. Therefore, the 
Taurus II was selected as the envelope 
launch vehicle for purposes of the EA. 
Orbital Sciences Corporation’s Cygnus 
Capsule and Space Exploration 
Technologies Corporation’s Dragon 
Capsule were evaluated as potential 
reentry vehicles. The EA addresses the 
potential environmental impacts of 
implementing the EA’s Proposed Action 

and the No Action Alternative. Under 
the No Action Alternative, NASA and 
MARS would not proceed with 
expansion activities at Pad 0–A. 

Based on its independent review and 
consideration, the FAA issued a FONSI/ 
ROD concurring with the analysis of 
impacts and findings in the EA and 
formally adopting the EA to support the 
modification or renewal of VCSFA’s 
Launch Site Operator License and 
issuance of launch and reentry licenses 
or experimental permits to operate 
commercial vehicles at MARS. After 
reviewing and analyzing available data 
and information on existing conditions, 
potential impacts, and measures to 
mitigate those impacts, the FAA has 
determined that neither modification or 
renewal of VCSFA’s Launch Site 
Operator License nor issuance of launch 
and reentry licenses or experimental 
permits to operate commercial vehicles 
at MARS are Federal actions that would 
significantly affect the quality of the 
human environment within the meaning 
of NEPA. Therefore, the preparation of 
an EIS is not required, and the FAA has 
issued a FONSI/ROD. The FAA made 
this determination in accordance with 
all applicable environmental laws and 
FAA regulations. 

NASA has posted the EA on the 
Internet at http://sites.wff.nasa.gov/ 
code250/expansion_ea.html. The FAA 
has posted the FONSI/ROD on the 
Internet at http://www.faa.gov/about/ 
office_org/headquarters_offices/ast/. 

FOR FURTHER INFORMATION CONTACT: Mr. 
Daniel Czelusniak, Environmental 
Specialist, Office of Commercial Space 
Transportation, Federal Aviation 
Administration, 800 Independence 
Avenue, SW., Room 331, Washington, 
DC 20591, telephone (202) 267–5924; 
E-mail daniel.czelusniak@faa.gov. 

Issued in Washington, DC, on August 4, 
2010. 
Michael McElligott, 
Manager, Space Systems Development 
Division. 
[FR Doc. 2010–19994 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

Petition To Modify an Exemption of a 
Previously Approved Antitheft Device; 
Ford Motor Company 

AGENCY: National Highway Traffic 
Safety Administration (NHTSA); 
Department of Transportation (DOT). 
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ACTION: Grant of petition to modify an 
exemption of a previously approved 
antitheft device. 

SUMMARY: On February 14, 2006, the 
National Highway Traffic Safety 
Administration (NHTSA) granted in full 
Ford Motor Company’s (Ford) petition 
for an exemption in accordance with 
§ 543.9(c)(2) of 49 CFR part 543, 
Exemption from the Theft Prevention 
Standard for the Ford Focus vehicle line 
beginning with model year (MY 2006). 
On June 18, 2010, Ford submitted a 
petition to modify its previously 
approved exemption for the Ford Focus 
vehicle line beginning with model year 
(MY) 2012. NHTSA is granting Ford’s 
petition to modify the exemption in full 
because it has determined that the 
modified device is also likely to be as 
effective in reducing and deterring 
motor vehicle theft as compliance with 
the parts-marking requirements of the 
Theft Prevention Standard. 
DATES: The exemption granted by this 
notice is effective beginning with the 
2012 model year (MY). 
FOR FURTHER INFORMATION CONTACT: Ms. 
Carlita Ballard, Office of International 
Policy, Fuel Economy and Consumer 
Programs, NHTSA, 1200 New Jersey 
Avenue, SE., Washington, DC 20590. 
Ms. Ballard’s telephone number is (202) 
366–0846. Her fax number is (202) 493– 
2990. 
SUPPLEMENTARY INFORMATION: On 
February 14, 2006, NHTSA published in 
the Federal Register a notice granting in 
full a petition from Ford for an 
exemption from the parts-marking 
requirements of the Theft Prevention 
Standard (49 part CFR 541) for the 
Focus vehicle line beginning with its 
MY 2006 vehicles. The 2006 Ford Focus 
is currently equipped with a passive 
antitheft device (See 71 FR 7824) and 
offered with an optional perimeter 
alarm system. 

On June 18, 2010, Ford submitted a 
petition to modify the previously 
approved exemption for the Focus 
vehicle line. This notice grants in full 
Ford’s petition to modify the exemption 
for the Focus vehicle line. Ford’s 
submission is a complete petition, as 
required by 49 CFR 543.9(d), in that it 
meets the general requirements 
contained in 49 CFR 543.5 and the 
specific content requirements of 49 CFR 
543.6. Ford’s petition provides a 
detailed description and diagram of the 
identity, design, and location of the 
components of the antitheft device 
proposed for installation beginning with 
the 2012 model year. 

The MY 2006 passive antitheft device 
installed as standard equipment on the 

Ford Focus is the Passive Antitheft 
Electronic Engine Immobilizer System 
(PATS)/SecuriLock Passive Anti-Theft 
Electronic Powertrain Immobilizer 
System (SecuriLock). Features of the 
antitheft device include an electronic 
key, ignition lock, and a transponder– 
based electronic passive immobilizer. 
The MY 2006 device also incorporates 
an optional perimeter alarm system 
which monitors all the doors, decklid 
and hood of the vehicle. 

Ford stated that integration of the 
transponder into the normal operation 
of the ignition key assures activation of 
the device. When the ignition key is 
turned to the start position, the 
transceiver module reads the ignition 
key code and transmits an encrypted 
message to the cluster. Once validation 
of the key is determined, the engine can 
be started once a separate encrypted 
message is sent to the powertrain’s 
electronic control module (PCM). The 
powertrain will function only if the key 
code matches the unique identification 
key code previously programmed into 
the PCM. If the codes do not match, the 
powertrain engine starter will be 
disabled. 

In its 2012 modification, Ford will 
continue to offer the SecuriLock 
System/PATS device as standard 
equipment on its base trim level 
vehicles but all other trim level vehicles 
will have either the SecuriLock System/ 
PATS device as standard equipment or 
the optional Intelligent Access with 
Push Button Start (IAwPB). Key 
components of the IAwPB system is an 
electronic keyfob, remote function 
actuator, body control module, power 
train control module and a passive 
immobilizer. Ford stated that both 
devices are always active and require no 
other operator action. Ford stated that in 
addition to a programmed electronic 
key, there are three modules, the BCM, 
the IAwPB/RFA module and the PCM, 
that must be matched together to start 
the vehicle. These matched modules 
will not function in other vehicles if 
separated from each other, adding even 
an additional level of security to the 
IAwPB device. Specifically, in the 
SecuriLock/PATS device, when the 
ignition key is turned to the ‘‘start’’ 
position, the transceiver module reads 
the ignition key code and transmits an 
encrypted message from the keycode to 
the control module, which then 
determines key validity and authorizes 
engine starting by sending a separate 
encrypted message to the powertrain 
control module (PCM). In the IAwPB 
device, when the ‘‘start’’ button is 
pressed, and the brake pedal is 
depressed, the Body Control Module 
(BCM) triggers the Remote Function 

Actuator (RFA) to search for a key 
inside the vehicle. If a key is detected, 
the RFA compares the keycode to the 
stored valid codes in the RFA and 
reports back to the BCM whether a valid 
key was found. In both devices, if the 
codes do not match, the vehicle will be 
inoperable. Ford also stated that its MY 
2012 Ford Focus vehicle line will also 
be equipped with several other standard 
antitheft features common to Ford 
vehicles, (i.e., counterfeit resistant VIN 
labels; secondary VINs, cabin 
accessibility only with a valid key fob). 

Ford stated that its MY 2012 
modification will continue to 
incorporate some of the same theft 
prevention features that made it very 
difficult to defeat its MY 2006 device. 
Specifically, some of those features 
include: Encrypted communication 
between the transponder and the control 
function, 28 trillion possible codes, 
making key duplication virtually 
impossible, no moving parts; inability to 
mechanically override the device to 
start the vehicle; and the body control 
module/remote function actuator and 
the power train control module share 
security data that during vehicle 
assembly form matched modules that if 
separated from each other will not 
function in other vehicles. Ford also 
stated that an audible perimeter alarm 
system will also be installed as standard 
equipment on its MY 2012 Ford Focus 
vehicles with a premier trim package, 
adding another level of security. The 
audible/visual perimeter alarm system 
will not be offered on vehicles with the 
base trim package. 

Ford stated that it believes that the 
planned addition of the optional IAwPB 
electronic engine immobilizer system 
will render ineffective, conventional 
theft methods, such as hot-wiring, 
attacking the ignition lock cylinder and 
drive-away thefts. 

Ford also stated that it believes that 
installation of the SecuriLock/PATS 
device and IAwPB system are an 
effective deterrent against vehicle theft. 
Since the same aspects of performance 
(i.e., arming and the immobilization 
feature) are still provided, the agency 
believes that the same level of 
protection is being met. Since the 
agency granted Ford’s exemption for its 
MY 2006 Focus vehicle line, the latest 
available theft rate using an average of 
3 MY’s data is 2.8629 which is still 
below the median theft rate. 

The agency has evaluated Ford’s MY 
2012 petition to modify the exemption 
for the Focus vehicle line from the 
parts-marking requirements of 49 CFR 
part 541, and has decided to grant it. 
The agency believes that the proposed 
device will continue to provide the four 
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types of performance listed in 
§ 543.6(a)(3): Promoting activation; 
preventing defeat or circumvention of 
the device by unauthorized persons; 
preventing operation of the vehicle by 
unauthorized entrants; and ensuring the 
reliability and durability of the device. 

If Ford decides not to use the 
exemption for this line, it should 
formally notify the agency. If such a 
decision is made, the line must be fully 
marked according to the requirements 
under 49 CFR 541.5 and 541.6 (marking 
of major component parts and 
replacement parts). 

NHTSA suggests that if the 
manufacturer contemplates making any 
changes, the effects of which might be 
characterized as de minimis, it should 
consult the agency before preparing and 
submitting a petition to modify. 

Authority: 49 U.S.C. 33106; delegation of 
authority at 49 CFR 1.50. 

Issued on: August 10, 2010. 
Joseph S. Carra, 
Acting Associate Administrator for 
Rulemaking. 
[FR Doc. 2010–20165 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–59–M 

DEPARTMENT OF TRANSPORTATION 

Federal Highway Administration 

[Docket No. FHWA–2010–0059] 

Temporary Closure of I–70 (I–70/I–465 
West Leg Interchange to the I–70/I–65 
South Split Interchange) on October 7, 
2010, in Indianapolis, IN 

AGENCIES: Federal Highway 
Administration (FHWA), DOT. 
ACTION: Final Notice. 

SUMMARY: The FHWA has approved the 
request from the Indiana Department of 
Transportation (INDOT) to temporarily 
close a segment of I–70 (from the I–70/ 
I–465 west leg interchange to the I–70/ 
I–65 south split interchange) on October 
7, 2010, for a 12-hour period from 6 a.m. 
to 6 p.m. The closure will accommodate 
a concentrated I–70 beautification 
project sponsored by INDOT. The 
approval is granted in accordance with 
the provisions of 23 CFR 658.11 which 
authorizes the deletion of segments of 
the federally designated routes that 
make up the National Network 
designated in Appendix A of 23 CFR 
Part 658. The FHWA published a Notice 
and Request for Comment on July 2, 
2010, seeking comments from the 
general public on this request submitted 
by INDOT for a deletion in accordance 
with section 658.11(d). No public 
comments were received. 

DATES: Effective Date: This Notice is 
effective immediately. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Michael P. Onder, Team Leader Truck 
Size and Weight and Freight Operations 
and Technology Team, (202) 366–2639, 
Raymond W. Cuprill, Office of the Chief 
Counsel, (202) 366–0791, Federal 
Highway Administration; 1200 New 
Jersey Avenue, SE., Washington, DC 
20590, and Mr. Robert Tally, FHWA 
Division Administrator-Indiana, (317) 
226–7476. Office hours for FHWA are 
from 7:45 a.m. to 4:15 p.m., e.t., Monday 
through Friday, except Federal holidays. 
SUPPLEMENTARY INFORMATION: 

Electronic Access and Filing 

You may retrieve a copy of the Notice 
and Request for Comment, comments 
submitted to the docket, and a copy of 
this Final Notice through the Federal 
eRulemaking portal at: http:// 
www.regulations.gov. The Web site is 
available 24 hours each day, 365 days 
each year. Electronic submission and 
retrieval help and guidelines are 
available under the help section of the 
Web site. 

An electronic copy of this document 
may also be downloaded from Office of 
the Federal Register’s home page at: 
http://www.archives.gov/federal_register 
and the Government Printing Office’s 
Web page at: http://www.gpoaccess.gov. 

Background 

The INDOT submitted a request to 
FHWA for approval of the temporary 
closure of a segment of I–70 in Indiana 
(from the I–70/I–465 west leg 
interchange to the I–70/I–65 south split 
interchange) on October 7, 2010, for a 
12-hour period from 6 a.m. to 6 p.m. 
(The incoming request and supporting 
documents can be viewed electronically 
at the docket established for this notice 
at http://www.regulations.gov). This 
closure will be undertaken in support of 
the I–70 beautification project that will 
take place with the participation of 
approximately 9,100 Lilly ‘‘Day of 
Service’’ volunteers. These volunteers 
will be working within five different I– 
70 interchanges along both sides of I–70. 
Approximately 5,600 volunteers will be 
assigned to work on the north side of I– 
70 and approximately 3,500 workers 
will be assigned to the south side. Both 
groups have 1 hour appropriated for 
arrival and parking as well as 1 hour for 
departure from the construction 
corridor. A comprehensive plan for the 
arrival and departure times, parking, 
and emergency evacuation (should it be 
necessary) has been developed. The 
INDOT has indicated that by closing the 
Interstate through the work zone, 

lengthy delays caused by the restriction 
of lanes will be eliminated as well as 
distractions to the motoring public 
caused by the 9,100 workers and 
associated activities. In addition, the 
temporary closure would eliminate the 
risk of work zone accidents in the area 
of these work zones. The INDOT 
believes that the best way to ensure the 
safety of the workers will be to 
eliminate vehicular travel through the 
corridor while the work in the 
interchange areas is being conducted. 
The closure also provides additional 
safety to the motorists by eliminating 
the distraction that could be caused by 
the significant amount of workers 
within the interchanges and by 
eliminating the need for traffic 
restrictions in the actual work zone. A 
12-hour condensed closure provides a 
safer condition for workers and provides 
better conditions than a long-term 
construction work zone with the 
associated work zone set ups and 
restrictions that would otherwise take 
place over many days. 

The FHWA is responsible for 
enforcing the Federal regulations 
applicable to the National Network of 
highways that can safely and efficiently 
accommodate the large vehicles 
authorized by provisions of the Surface 
Transportation Assistance Act of 1982 
(STAA), as amended, designated in 
accordance with 23 CFR part 658 and 
listed in Appendix A. In accordance 
with sec. 658.11, the FHWA may 
approve deletions or restrictions of the 
Interstate system or other National 
Network route based upon specified 
justification criteria in sec. 658.11(d)(2). 
Requests for deletions are published in 
the Federal Register for notice and 
comment. 

Notice and Request for Comment 
The FHWA published a Notice and 

Request for Comment on July 2, 2010, 
seeking comments from the general 
public on this request submitted by 
INDOT for a deletion in accordance 
with section 658.11(d). The comment 
period closed on August 2, 2010. No 
public comments were received. 

The FHWA sought comments on this 
request for temporary deletion from the 
National Network in accordance with 23 
CFR 658.11(d). Specifically, the request 
is for deletion of I–70 (from the I–70/I– 
465 west leg interchange to the I–70/I– 
65 south split interchange) from the 
National Network on October 7, 
beginning at 6:00 a.m., for one 
consecutive 12-hour period. The 
temporary closure of I–70 to general 
traffic should have a negligible impact 
to interstate commerce. Using a 
comparison of lane mile computations, 
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traffic will be detoured to I–465 around 
the south side of Indianapolis adding 
only 2 to 3 minutes additional time to 
Interstate travel. Re-routed I–70 through 
traffic via I–465 is approximately 18 
miles around the south side of I–465 (to 
get to the interchange of I–70 and I–465 
on the east side). If I–70 were to remain 
open with restrictions, the mileage to 
I–70 and I–465 on the east side would 
be approximately 16 miles. However, 
vehicles would be traveling at a reduced 
speed limit, resulting in large queue 
lengths creating back-ups which would 
add significant time to their commute. 
The detour will have a negligible impact 
on interstate commerce as the I–465 
diversion route would add little 
distance or time to an interstate or long 
distance trip. Businesses requiring 
deliveries adjacent to the closed area 
will be encouraged to receive deliveries 
before or after the October 7 closure 
times in order to minimize these local 
impacts. 

Commercial motor vehicles will use 
I–465 around the south side of 
Indianapolis. During the time of closure 
there will be some INDOT construction 
along the detour route and along 
Interstate I–465 on the west side of 
Indianapolis. The detour route will have 
no lane restrictions for motorists during 
this time and INDOT will not plan for 
any lane closures in other nearby 
construction zones. The INDOT will 
increase the Hoosier Helper workforce 
(freeway service patrols) along I–465 to 
address incident response and minimize 
any incident impacts. The INDOT will 
issue a press release to inform the 
community of the closure and will post 
the closure in Road Restriction System 
(RRS) and INDOT’s traveler information 
Web site Traffic Wise (http:// 
www.trafficwise.in.gov) to help with 
notification to the motorists. 

The temporary closure plan has been 
prepared in accordance with INDOT’s 
transportation plan and has been 
reviewed and approved by the city of 
Indianapolis and the Indianapolis 
Metropolitan Police Department. The 
INDOT has reached out to Federal, 
State, and local agencies to ensure a 
collaborative and coordinated effort to 
address the logistical challenges of the 
I–70 beautification project. The Illinois 
Department of Transportation and the 
Ohio Department of Transportation have 
been informed of this proposal. 
Additionally, efforts have been made to 
work with the various transit systems as 
well as the American Trucking 
Association. The INDOT has met with, 
and gained support from the Indiana 
Motor Trucking Association, and has 
the endorsement of the city of 
Indianapolis, specifically The Greater 

Indianapolis Chamber of Commerce and 
the local business districts adjacent to 
the closure. (Full list of endorsements 
can be viewed electronically at the 
docket established for this notice at 
http://www.regulations.gov). 

The INDOT has carefully evaluated all 
possible alternatives and after doing so 
believes the temporary closure of I–70 is 
the best way to ensure the safety not 
only to the volunteer workers, but also 
to the motorists. The INDOT is actively 
working with KIB and Lilly to develop 
an aggressive communications plan 
utilizing local business associations 
along the I–70 corridor, Indianapolis 
Downtown, Inc., and media outlets. 
Special consideration will be given to 
local and national trucking publications. 
Event day media staging areas and 
command posts are also included in the 
plan. 

The FHWA did not receive any 
comments in response to the Notice and 
Request for Comment. After full 
consideration of the INDOT request 
discussed in this Final Notice and 
determining that the request meets the 
requirements of 23 CFR 658.11(d), the 
FHWA approves the deletion as 
proposed. 

Authority: 23 U.S.C. 127, 315 and 49 
U.S.C. 31111, 31112, and 31114; 23 CFR part 
658. 

Issued on: August 9, 2010. 
Victor M. Mendez, 
Administrator. 
[FR Doc. 2010–20092 Filed 8–13–10; 8:45 am] 

BILLING CODE 4910–22–P 

DEPARTMENT OF THE TREASURY 

Submission for OMB Review; 
Comment Request 

August 9, 2010. 
The Department of the Treasury will 

submit the following public information 
collection requirement to OMB for 
review and clearance under the 
Paperwork Reduction Act of 1995, 
Public Law 104–13 on or after the date 
of publication of this notice. A copy of 
this submission may be obtained by 
calling the Treasury Department Office 
Clearance Officers listed. Comments 
regarding these information collections 
should be addressed to the OMB 
reviewer listed and to the Treasury PRA 
Clearance Officer, Department of the 
Treasury, 1750 Pennsylvania Avenue, 
NW., Suite 11010, Washington, DC 
20220. 

DATES: Written comments should be 
received on or before September 15, 
2010 to be assured of consideration. 

Office of Financial Stability (OFS) 

OMB Number: 1505–0223. 
Type of Review: Extension without 

change of a currently approved 
collection. 

Title: Troubled Asset Relief 
Program—Community Development 
Capital Initiative (CDCI). 

Description: This application will be 
used to request participation in the 
TARP Community Development Capital 
Initiative (CDCI). Under the CDCI, the 
U.S. Department of the Treasury may 
purchase qualifying assets from U.S. 
banking organizations that are certified 
Community Development Financial 
Institutions (CDFI). Any bank, savings 
association, bank holding company, 
savings and loan holding company, low- 
income designated credit union, 
subchapter S corporation, and mutual 
organization is eligible to participate if 
it is (i) certified by the Treasury’s CDFI 
Fund as a CDFI; (ii) regulated by a 
Federal banking or credit union agency; 
and (iii) organized under the laws of the 
United States. Financial institutions that 
are controlled by a foreign entity will 
not be eligible. 

Additionally, CDFIs that have 
participated in and have outstanding 
obligations under the TARP Capital 
Purchase Program (CPP) may apply to 
request an exchange of securities 
purchased under CPP by Treasury, for 
securities to be issued to Treasury under 
the CDCI. Eligibility to participate in the 
CDCI solely for purposes of exchanging 
outstanding obligations under CPP shall 
occur without regard to whether the 
institution seeks to participate in the 
CDCI for purposes of receiving 
additional capital. Institutions seeking 
additional capital under the CDCI shall 
submit a separate application for that 
purpose. 

Respondents: Private Sector: 
Businesses or other for-profit 
institutions. 

Estimated Total Reporting Burden: 
400 hours. 

OFS Clearance Officer: Daniel 
Abramowitz, OFS, 1801 L Street, NW., 
Washington, DC 20036; (202) 927–9645. 

OMB Reviewer: Shagufta Ahmed, 
Office of Management and Budget, New 
Executive Office Building, Room 10235, 
Washington, DC 20503; (202) 395–7873. 

Dawn D. Wolfgang, 
Treasury PRA Clearance Officer. 
[FR Doc. 2010–20066 Filed 8–13–10; 8:45 am] 

BILLING CODE 4810–25–P 
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DEPARTMENT OF THE TREASURY 

Office of Foreign Assets Control 

Designation of One Individual 
Pursuant to Executive Order 13224 

AGENCY: Office of Foreign Assets 
Control, Treasury. 
ACTION: Notice. 

SUMMARY: The Treasury Department’s 
Office of Foreign Assets Control 
(‘‘OFAC’’) is publishing the names of one 
newly-designated individual whose 
property and interests in property are 
blocked pursuant to Executive Order 
13224 of September 23, 2001, ‘‘Blocking 
Property and Prohibiting Transactions 
With Persons Who Commit, Threaten To 
Commit, or Support Terrorism.’’ 
DATES: The designation by the Director 
of OFAC of the individual identified in 
this notice, pursuant to Executive Order 
13224, is effective on August 6, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Assistant Director, Compliance 
Outreach & Implementation, Office of 
Foreign Assets Control, Department of 
the Treasury, Washington, DC 20220, 
tel.: 202/622–2490. 
SUPPLEMENTARY INFORMATION: 

Electronic and Facsimile Availability 

This document and additional 
information concerning OFAC are 
available from OFAC’s Web site 
(http://www.treas.gov/ofac) or via 
facsimile through a 24-hour fax-on- 
demand service, tel.: 202/622–0077. 

Background 

On September 23, 2001, the President 
issued Executive Order 13224 (the 
‘‘Order’’) pursuant to the International 
Emergency Economic Powers Act, 50 
U.S.C. 1701–1706, and the United 
Nations Participation Act of 1945, 22 

U.S.C. 287c. In the Order, the President 
declared a national emergency to 
address grave acts of terrorism and 
threats of terrorism committed by 
foreign terrorists, including the 
September 11, 2001, terrorist attacks in 
New York, Pennsylvania, and at the 
Pentagon. The Order imposes economic 
sanctions on persons who have 
committed, pose a significant risk of 
committing, or support acts of terrorism. 
The President identified in the Annex to 
the Order, as amended by Executive 
Order 13268 of July 2, 2002, 13 
individuals and 16 entities as subject to 
the economic sanctions. The Order was 
further amended by Executive Order 
13284 of January 23, 2003, to reflect the 
creation of the Department of Homeland 
Security. 

Section 1 of the Order blocks, with 
certain exceptions, all property and 
interests in property that are in or 
hereafter come within the United States 
or the possession or control of United 
States persons, of: (1) Foreign persons 
listed in the Annex to the Order; (2) 
foreign persons determined by the 
Secretary of State, in consultation with 
the Secretary of the Treasury, the 
Secretary of the Department of 
Homeland Security and the Attorney 
General, to have committed, or to pose 
a significant risk of committing, acts of 
terrorism that threaten the security of 
U.S. nationals or the national security, 
foreign policy, or economy of the United 
States; (3) persons determined by the 
Director of OFAC, in consultation with 
the Departments of State, Homeland 
Security and Justice, to be owned or 
controlled by, or to act for or on behalf 
of those persons listed in the Annex to 
the Order or those persons determined 
to be subject to subsection 1(b), 1(c), or 
1(d)(i) of the Order; and (4) except as 
provided in section 5 of the Order and 
after such consultation, if any, with 

foreign authorities as the Secretary of 
State, in consultation with the Secretary 
of the Treasury, the Secretary of the 
Department of Homeland Security and 
the Attorney General, deems 
appropriate in the exercise of his 
discretion, persons determined by the 
Director of OFAC, in consultation with 
the Departments of State, Homeland 
Security and Justice, to assist in, 
sponsor, or provide financial, material, 
or technological support for, or financial 
or other services to or in support of, 
such acts of terrorism or those persons 
listed in the Annex to the Order or 
determined to be subject to the Order or 
to be otherwise associated with those 
persons listed in the Annex to the Order 
or those persons determined to be 
subject to subsection 1(b), 1(c), or 1(d)(i) 
of the Order. 

On August 6, 2010 the Director of 
OFAC, in consultation with the 
Departments of State, Homeland 
Security, Justice and other relevant 
agencies, designated, pursuant to one or 
more of the criteria set forth in 
subsections 1(b), 1(c) or 1(d) of the 
Order, one individual whose property 
and interests in property are blocked 
pursuant to Executive Order 13224. 

The designee is as follows: 
1. KASHMIRI, Mohammad Ilyas 

(a.k.a. AL–KASHMIRI, Elias; a.k.a. 
ILYAS, Naib Amir; a.k.a. KASHMIRI, 
Muhammad Ilyas), Thathi Village, 
Samahni, Bhimber District, Pakistan; 
DOB 2 Jan 1964; alt. DOB 10 Feb 1964; 
POB Bhimber, Samahani Valley, 
Pakistan; Mufti or Maulana (individual) 
[SDGT] 

Dated: August 6, 2010. 
Adam J. Szubin, 
Director, Office of Foreign Assets Control. 
[FR Doc. 2010–20067 Filed 8–13–10; 8:45 am] 

BILLING CODE 4810–AL–P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Parts 412, 413, 415, 424, 440, 
441, 482, 485, and 489 

[CMS–1498–Fand CMS–1498–IFC; CMS– 
1406–F] 

RIN 0938–AP80; RIN 0938–AP33 

Medicare Program; Hospital Inpatient 
Prospective Payment Systems for 
Acute Care Hospitals and the Long- 
Term Care Hospital Prospective 
Payment System Changes and FY2011 
Rates; Provider Agreements and 
Supplier Approvals; and Hospital 
Conditions of Participation for 
Rehabilitation and Respiratory Care 
Services; Medicaid Program: 
Accreditation for Providers of Inpatient 
Psychiatric Services 

AGENCY: Centers for Medicare and 
Medicaid Services (CMS), HHS. 
ACTION: Final rules and interim final 
rule with comment period. 

SUMMARY: We are revising the Medicare 
hospital inpatient prospective payment 
systems (IPPS) for operating and capital- 
related costs of acute care hospitals to 
implement changes arising from our 
continuing experience with these 
systems and to implement certain 
provisions of the Affordable Care Act 
and other legislation. In addition, we 
describe the changes to the amounts and 
factors used to determine the rates for 
Medicare acute care hospital inpatient 
services for operating costs and capital- 
related costs. We also are setting forth 
the update to the rate-of-increase limits 
for certain hospitals excluded from the 
IPPS that are paid on a reasonable cost 
basis subject to these limits. 

We are updating the payment policy 
and the annual payment rates for the 
Medicare prospective payment system 
(PPS) for inpatient hospital services 
provided by long-term care hospitals 
(LTCHs) and setting forth the changes to 
the payment rates, factors, and other 
payment rate policies under the LTCH 
PPS. In addition, we are finalizing the 
provisions of the August 27, 2009 
interim final rule that implemented 
statutory provisions relating to 
payments to LTCHs and LTCH satellite 
facilities and increases in beds in 
existing LTCHs and LTCH satellite 
facilities under the LTCH PPS. 

We are making changes affecting the: 
Medicare conditions of participation for 
hospitals relating to the types of 
practitioners who may provide 

rehabilitation services and respiratory 
care services; and determination of the 
effective date of provider agreements 
and supplier approvals under Medicare. 

We are also setting forth provisions 
that offer psychiatric hospitals and 
hospitals with inpatient psychiatric 
programs increased flexibility in 
obtaining accreditation to participate in 
the Medicaid program. Psychiatric 
hospitals and hospitals with inpatient 
psychiatric programs will have the 
choice of undergoing a State survey or 
of obtaining accreditation from a 
national accrediting organization whose 
hospital accreditation program has been 
approved by CMS. 

We are also issuing an interim final 
rule with comment period to implement 
a provision of the Preservation of Access 
to Care for Medicare Beneficiaries and 
Pension Relief Act of 2010 relating to 
Medicare payments for outpatient 
services provided prior to a Medicare 
beneficiary’s inpatient admission. 
DATES: Effective Date: These rules are 
effective on October 1, 2010, except for 
amendments to § 412.2(c)(5) 
introductory text, (c)(5)(iii), and 
(c)(5)(iv); § 412.405; § 412.521(b)(1); 
§ 412.540; § 412.604(f); § 413.40(c)(2) 
introductory text, (c)(2)(iii), and 
(c)(2)(iv), that are effective on June 25, 
2010 and apply to services furnished on 
or after June 25, 2010. In accordance 
with sections 1871(e)(1)(A)(i) and (ii) of 
the Social Security Act, the Secretary 
has determined that retroactive 
application of these regulatory 
amendments is necessary to comply 
with the statute and that failure to apply 
the changes retroactively would be 
contrary to public interest: 

Comment Period: To be assured 
consideration, comments on the interim 
final rule with comment period (CMS– 
1498–IFC) that appears as section IV.M., 
of the preamble of this document and 
includes amendments to § 412.2(c)(5) 
introductory text, (c)(5)(iii), and 
(c)(5)(iv); § 412.405; § 412.521(b)(1); 
§ 412.540; § 412.604(f); § 413.40(c)(2) 
introductory text, (c)(2)(iii), and 
(c)(2)(iv) must be received at one of the 
addresses provided below, no later than 
5 p.m. EST on September 28, 2010. 
Comments on other sections of this 
document will not be considered. 
ADDRESSES: When commenting on 
issues presented in the interim final rule 
with comment period, please refer to 
file code CMS–1498–IFC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed): 

1. Electronically. You may submit 
electronic comments on this regulation 
at http://www.regulations.gov. Follow 
the instructions for ‘‘Comment or 
Submission’’ and enter the file code 
CMS–1498–IFC to submit comments on 
this interim final rule. 

2. By regular mail. You may mail 
written comments (one original and two 
copies) to the following address ONLY: 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, Attention: CMS– 
1498–IFC, P.O. Box 8011, Baltimore, 
MD 21244–1850. 
Please allow sufficient time for mailed 

comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments (one 
original and two copies) to the following 
address ONLY: 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, Attention: CMS– 
1406–IFC, Mail Stop C4–26–05, 7500 
Security Boulevard, Baltimore, MD 
21244–1850. 
4. By hand or courier. If you prefer, 

you may deliver (by hand or courier) 
your written comments (one original 
and two copies) before the close of the 
comment period to either of the 
following addresses: 
a. Room 445–G, Hubert H. Humphrey 

Building, 200 Independence Avenue, 
SW., Washington, DC 20201 
(Because access to the interior of the 

HHH Building is not readily available to 
persons without Federal Government 
identification, commenters are 
encouraged to leave their comments in 
the CMS drop slots located in the main 
lobby of the building. A stamp-in clock 
is available for persons wishing to retain 
a proof of filing by stamping in and 
retaining an extra copy of the comments 
being filed.) 
b. 7500 Security Boulevard, Baltimore, 

MD 21244–1850. 
If you intend to deliver your 

comments to the Baltimore address, 
please call telephone number (410) 786– 
7195 in advance to schedule your 
arrival with one of our staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: Tzvi 
Hefter, (410) 786–4487, and Ing-Jye 
Cheng, (410) 786–4548, Operating 
Prospective Payment, MS–DRGs, 
Hospital Acquired Conditions (HAC), 
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Wage Index, New Medical Service and 
Technology Add-On Payments, Hospital 
Geographic Reclassifications, Acute 
Care Transfers, Capital Prospective 
Payment, Excluded Hospitals, Direct 
and Indirect Graduate Medical 
Education Payments, Disproportionate 
Share Hospital (DSH), and Critical 
Access Hospital (CAH) Issues. 

Michele Hudson, (410) 786–4487, and 
Judith Richter, (410) 786–2590, Long- 
Term Care Hospital Prospective 
Payment System and MS–LTC–DRG 
Relative Weights Issues. 

Siddhartha Mazumdar, (410) 786– 
6673, Rural Community Hospital 
Demonstration Program Issues. 

James Poyer, (410) 786–2261, 
Reporting of Hospital Quality Data for 
Annual Payment Update—Program 
Administration, Validation, and 
Reconsideration Issues. 

Shaheen Halim (410) 786–0641, 
Reporting of Hospital Quality Data for 
Annual Payment Update—Measures 
Issues Except Hospital Consumer 
Assessment of Healthcare Providers and 
Systems 

Elizabeth Goldstein (410) 786–6665 
Reporting of Hospital Quality Data for 
Annual Payment Update—Hospital 
Consumer Assessment of Healthcare 
Providers and Systems Measures Issues. 

Marcia Newton, (410–786–5265) and 
CDR Scott Cooper (U.S. Public Health 
Service), (410) 786–9465, Hospital 
Conditions of Participation for 
Rehabilitation Services and Respiratory 
Therapy Care Issues. 

Marilyn Dahl, (410) 786–8665, 
Provider Agreement and Supplier 
Approval Issues. 

Melissa Harris, (410) 786–3397 or 
Adrienne Delozier, (410) 786–0278, 
Accreditation of Providers of Inpatient 
Psychiatric Services to Individuals 
under Age 21 Issues. 
SUPPLEMENTARY INFORMATION: Inspection 
of Public Comments: All comments 
received before the close of the 
comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http://www.regulations.
gov. Follow the search instructions at 
that Web site to view public comments. 

Comments received timely will also 
be available for public inspection, 
generally beginning approximately 3 
weeks after publication of a document, 
at the headquarters of the Centers for 
Medicare & Medicaid Services, 7500 
Security Boulevard, Baltimore, 

Maryland 21244, Monday through 
Friday of each week from 8:30 a.m. to 
4 p.m. To schedule an appointment to 
view public comments, phone 1–800– 
743–3951. 

Electronic Access 
This Federal Register document is 

also available from the Federal Register 
online database through GPO Access, a 
service of the U.S. Government Printing 
Office. Free public access is available on 
a Wide Area Information Server (WAIS) 
through the Internet and via 
asynchronous dial-in. Internet users can 
access the database by using the World 
Wide Web, (the Superintendent of 
Documents’ home Web page address is 
http://www.gpoaccess.gov/), by using 
local WAIS client software, or by telnet 
to swais.access.gpo.gov, then login as 
guest (no password required). Dial-in 
users should use communications 
software and modem to call (202) 512– 
1661; type swais, then login as guest (no 
password required). 

Acronyms 

3M 3M Health Information System 
AAHKS American Association of Hip and 

Knee Surgeons 
AAMC Association of American Medical 

Colleges 
ACGME Accreditation Council for Graduate 

Medical Education 
AHA American Hospital Association 
AHIC American Health Information 

Community 
AHIMA American Health Information 

Management Association 
AHRQ Agency for Healthcare Research and 

Quality 
ALOS Average length of stay 
ALTHA Acute Long Term Hospital 

Association 
AMA American Medical Association 
AMGA American Medical Group 

Association 
AOA American Osteopathic Association 
APR DRG All Patient Refined Diagnosis 

Related Group System 
ARRA American Recovery and 

Reinvestment Act of 2009, Public Law 
111–5 

ASC Ambulatory surgical center 
ASCA Administrative Simplification 

Compliance Act of 2002, Public Law 107– 
105 

ASITN American Society of Interventional 
and Therapeutic Neuroradiology 

BBA Balanced Budget Act of 1997, Public 
Law 105–33 

BBRA Medicare, Medicaid, and SCHIP 
[State Children’s Health Insurance 
Program] Balanced Budget Refinement 
Act of 1999, Public Law 106–113 

BIC Beneficiary Identification Code 
BIPA Medicare, Medicaid, and SCHIP [State 

Children’s Health Insurance Program] 
Benefits Improvement and Protection Act 
of 2000, Public Law 106–554 

BLS Bureau of Labor Statistics 
CAH Critical access hospital 

CARE [Medicare] Continuity Assessment 
Record & Evaluation [Instrument] 

CART CMS Abstraction & Reporting Tool 
CBSAs Core-based statistical areas 
CC Complication or comorbidity 
CCR Cost-to-charge ratio 
CDAC [Medicare] Clinical Data Abstraction 

Center 
CDAD Clostridium difficile-associated 

disease 
CIPI Capital input price index 
CMI Case-mix index 
CMS Centers for Medicare & Medicaid 

Services 
CMSA Consolidated Metropolitan 

Statistical Area 
COBRA Consolidated Omnibus 

Reconciliation Act of 1985, Public Law 99– 
272 

COLA Cost-of-living adjustment 
CoP [Hospital] condition of participation 
CPI Consumer price index 
CRNA Certified Registered Nurse 

Anesthetist 
CY Calendar year 
DPP Disproportionate patient percentage 
DRA Deficit Reduction Act of 2005, Public 

Law 109–171 
DRG Diagnosis-related group 
DSH Disproportionate share hospital 
ECI Employment cost index 
EDB [Medicare] Enrollment Database 
EMR Electronic medical record 
FAH Federation of Hospitals 
FDA Food and Drug Administration 
FFY Federal fiscal year 
FHA Federal Health Architecture 
FIPS Federal information processing 

standards 
FQHC Federally qualified health center 
FTE Full-time equivalent 
FY Fiscal year 
GAAP Generally Accepted Accounting 

Principles 
GAF Geographic Adjustment Factor 
GME Graduate medical education 
HACs Hospital-acquired conditions 
HCAHPS Hospital Consumer Assessment of 

Healthcare Providers and Systems 
HCFA Health Care Financing 

Administration 
HCO High-cost outlier 
HCRIS Hospital Cost Report Information 

System 
HHA Home health agency 
HHS Department of Health and Human 

Services 
HICANHealth Insurance Claims Account 

Number 
HIPAA Health Insurance Portability and 

Accountability Act of 1996, Public Law 
104–191 

HIPC Health Information Policy Council 
HIS Health information system 
HIT Health information technology 
HMO Health maintenance organization 
HPMP Hospital Payment Monitoring 

Program 
HSA Health savings account 
HSCRC [Maryland] Health Services Cost 

Review Commission 
HSRV Hospital-specific relative value 
HSRVcc Hospital-specific relative value 

cost center 
HQA Hospital Quality Alliance 
HQI Hospital Quality Initiative 
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HwH Hospital-within-a-hospital 
ICD–9–CM International Classification of 

Diseases, Ninth Revision, Clinical 
Modification 

ICD–10–CM International Classification of 
Diseases, Tenth Revision, Clinical 
Modification 

ICD–10–PCS International Classification of 
Diseases, Tenth Revision, Procedure 
Coding System 

ICR Information collection requirement 
IHS Indian Health Service 
IME Indirect medical education 
I–O Input-Output 
IOM Institute of Medicine 
IPF Inpatient psychiatric facility 
IPPS [Acute care hospital] inpatient 

prospective payment system 
IRF Inpatient rehabilitation facility 
LAMCs Large area metropolitan counties 
LOS Length of stay 
LTC–DRG Long-term care diagnosis-related 

group 
LTCH Long-term care hospital 
MA Medicare Advantage 
MAC Medicare Administrative Contractor 
MCC Major complication or comorbidity 
MCE Medicare Code Editor 
MCO Managed care organization 
MCV Major cardiovascular condition 
MDC Major diagnostic category 
MDH Medicare-dependent, small rural 

hospital 
MedPAC Medicare Payment Advisory 

Commission 
MedPAR Medicare Provider Analysis and 

Review File 
MEI Medicare Economic Index 
MGCRB Medicare Geographic Classification 

Review Board 
MIEA–TRHCA Medicare Improvements and 

Extension Act, Division B of the Tax Relief 
and Health Care Act of 2006, Public Law 
109–432 

MIPPA Medicare Improvements for Patients 
and Providers Act of 2008, Public Law 
110–275 

MMA Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003, Public Law 108–173 

MMSEA Medicare, Medicaid, and SCHIP 
Extension Act of 2007, Public Law 110–173 

MPN Medicare provider number 
MRHFP Medicare Rural Hospital Flexibility 

Program 
MRSA Methicillin-resistant Staphylococcus 

aureus 
MSA Metropolitan Statistical Area 
MS–DRG Medicare severity diagnosis- 

related group 
MS–LTC–DRG Medicare severity long-term 

care diagnosis-related group 
NAICS North American Industrial 

Classification System 
NALTH National Association of Long Term 

Hospitals 
NCD National coverage determination 
NCHS National Center for Health Statistics 
NCQA National Committee for Quality 

Assurance 
NCVHS National Committee on Vital and 

Health Statistics 
NECMA New England County Metropolitan 

Areas 
NP Nurse practitioner 
NQF National Quality Forum 

NTIS National Technical Information 
Service 

NTTAA National Technology Transfer and 
Advancement Act of 1991 (Pub. L. 104– 
113) 

NVHRI National Voluntary Hospital 
Reporting Initiative 

OACT [CMS’] Office of the Actuary 
OBRA 86 Omnibus Budget Reconciliation 

Act of 1996, Public Law 99–509 
OES Occupational employment statistics 
OIG Office of the Inspector General 
OMB Executive Office of Management and 

Budget 
OPM U.S. Office of Personnel Management 
O.R. Operating room 
OSCAR Online Survey Certification and 

Reporting [System] 
PA Physician assistant 
PIP Periodic interim payment 
PLI Professional liability insurance 
PMSAs Primary metropolitan statistical 

areas 
POA Present on admission 
PPACA Patient Protection and Affordable 

Care Act, Public Law 111–148 
PPI Producer price index 
PPS Prospective payment system 
PRM Provider Reimbursement Manual 
ProPAC Prospective Payment Assessment 

Commission 
PRRB Provider Reimbursement Review 

Board 
PRTFs Psychiatric residential treatment 

facilities 
PSF Provider-Specific File 
PS&R Provider Statistical and 

Reimbursement (System) 
QIG Quality Improvement Group, CMS 
QIO Quality Improvement Organization 
RCE Reasonable compensation equivalent 
RHC Rural health clinic 
RHQDAPU Reporting hospital quality data 

for annual payment update 
RNHCI Religious nonmedical health care 

institution 
RPL Rehabilitation psychiatric long-term 

care (hospital) 
RRC Rural referral center 
RTI Research Triangle Institute, 

International 
RUCAs Rural-urban commuting area codes 
RY Rate year 
SAF Standard Analytic File 
SCH Sole community hospital 
SFY State fiscal year 
SIC Standard Industrial Classification 
SNF Skilled nursing facility 
SOCs Standard occupational classifications 
SOM State Operations Manual 
SSN Social Security number 
SSO Short-stay outlier 
TEFRA Tax Equity and Fiscal 

Responsibility Act of 1982, Public Law 97– 
248 

TEP Technical expert panel 
TMA TMA [Transitional Medical 

Assistance], Abstinence Education, and QI 
[Qualifying Individuals] Programs 
Extension Act of 2007, Public Law 110–90 

UHDDS Uniform hospital discharge data set 
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I. Background 
A. Summary 
1. Acute Care Hospital Inpatient 

Prospective Payment System (IPPS) 

2. Hospitals and Hospital Units Excluded 
from the IPPS 

3. Long-Term Care Hospital Prospective 
Payment System (LTCH PPS) 

4. Critical Access Hospitals (CAHs) 
5. Payments for Graduate Medical 

Education (GME) 
B. Provisions of the Patient Protection and 

Affordable Care Act (Pub. L. 111–148) 
and the Health Care and Education 
Reconciliation Act of 2010 (Pub. L. 111– 
152) 

C. Provisions of the Preservation of Access 
to Care for Medicare Beneficiaries and 
Pension Relief Act of 2010 (Pub. L. 111– 
192) 

D. Issuance of Two Notices of Proposed 
Rulemaking for FY 2011 

1. Issuance of May 4, 2010 IPPS/LTCH PPS 
Proposed Rule 

a. Proposed Changes to MS–DRG 
Classifications and Recalibrations of 
Relative Weights 

b. Proposed Changes to the Hospital Wage 
Index for Acute Care Hospitals 

c. Other Decisions and Proposed Changes 
to the IPPS for Operating Costs and GME 
Costs 

d. Proposed FY 2011 Policy Governing the 
IPPS for Capital-Related Costs 

e. Proposed Changes to the Payment Rates 
for Certain Excluded Hospitals: Rate-of- 
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f. Proposed Changes to the LTCH PPS 
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Date of Provider Agreements and 
Supplier Approvals 

h. Proposed Changes to Medicare 
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Respiratory Care Services 

i. Proposed Changes to the Accreditation 
Requirements for Medicaid Providers of 
Inpatient Psychiatric Services for 
Individuals under Age 21 

j. Determining Proposed Prospective 
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and Rate-of-Increase Limits for Acute 
Care Hospitals 

k. Determining Proposed Prospective 
Payments Rates for LTCHs 

l. Impact Analysis 
m. Recommendation of Update Factors for 

Operating Cost Rates of Payment for 
Hospital Inpatient Services 

n. Discussion of Medicare Payment 
Advisory Commission Recommendations 

2. Issuance of June 2, 2010 IPPS/LTCH PPS 
Proposed Rule 

E. Public Comments Received on the FY 
2011 IPPS/LTCH Proposed Rule and 
Supplemental Proposed Rule 

F. Finalization of Interim Final Rule with 
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Certain Provisions of the ARRA Relating 
to Payments to LTCHs and LTCH 
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II. Changes to Medicare Severity Diagnosis- 
Related Group (MS–DRG) Classifications 
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A. Background 
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VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00004 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50045 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

D. FY 2011 MS–DRG Documentation and 
Coding Adjustment, Including the 
Applicability to the Hospital-Specific 
Rates and the Puerto Rico-Specific 
Standardized Amount 

1. Background on the Prospective MS–DRG 
Documentation and Coding Adjustments 
for FY 2008 and FY 2009 Authorized by 
Public Law 110–90 

2. Prospective Adjustment to the Average 
Standardized Amounts Required by 
Section 7(b)(1)(A) of Public Law 110–90 

3. Recoupment or Repayment Adjustments 
in FYs 2010 through 2012 Required by 
Public Law 110–90 

4. Retrospective Evaluation of FY 2008 
Claims Data 

5. Retrospective Analysis of FY 2009 
Claims Data 

6. Prospective Adjustment for FY 2010 and 
Subsequent Years Authorized by Section 
7(b)(1)(A) of Public Law 110–90 and 
Section 1886(d)(3)(vi) of the Act 

7. Recoupment or Repayment Adjustment 
for FY 2010 Authorized by Section 
7(b)(1)(B) of Public Law 110–90 

8. Background on the Application of the 
Documentation and Coding Adjustment 
to the Hospital-Specific Rates 

9. Documentation and Coding Adjustment 
to the Hospital-Specific Rates for FY 
2011 and Subsequent Fiscal Years 

10. Background on the Application of the 
Documentation and Coding Adjustment 
to the Puerto Rico-Specific Standardized 
Amount 

11. Documentation and Coding Adjustment 
to the Puerto Rico-Specific Standardized 
Amount 

E. Refinement of the MS–DRG Relative 
Weight Calculation 

1. Background 
a. Summary of FY 2009 Changes and 

Discussion for FY 2011 
b. Summary of the RAND Corporation 

Study of Alternative Relative Weight 
Methodologies 

2. FY 2011 Changes and Timeline for 
Changes to the Medicare Cost Report 

F. Preventable Hospital-Acquired 
Conditions (HACs), Including Infections 

1. Background 
a. Statutory Authority 
b. HAC Selection 
c. Collaborative Process 
d. Application of HAC Payment Policy to 

MS–DRG Classifications 
e. Public Input Regarding Selected and 

Potential Candidate HACs 
f. POA Indicator Reporting 
2. HAC Conditions for FY 2011 
3. RTI Program Evaluation Summary 
a. Background 
b. RTI Analysis on POA Indicator 

Reporting Across Medicare Discharges 
c. RTI Analysis on POA Indicator 

Reporting of Current HACs 
d. RTI Analysis of Frequency of Discharges 

and POA Indicator Reporting for Current 
HACs 

e. RTI Analysis of Circumstances When 
Application of HAC Provisions Would 
Not Result in MS–DRG Reassignment for 
Current HACs 

f. RTI Analysis of Coding Changes for 
HAC-Associated Secondary Diagnoses 
for Current HACs 

g. RTI Analysis of Estimated Net Savings 
for Current HACs 

h. Previously Considered Candidate 
HACs—RTI Analysis of Frequency of 
Discharges and POA Indicator Reporting 

i. Current and Previously Considered 
Candidate HACs—RTI Report on 
Evidence-Based Guidelines 

j. Current HACs and Previously Considered 
Candidate HACs 

G. Changes to Specific MS–DRG 
Classifications 

1. Pre-Major Diagnostic Categories (MDCs) 
a. Postsurgical Hypoinsulinemia (MS–DRG 

008 (Simultaneous Pancreas/Kidney 
Transplant)) 

b. Bone Marrow Transplants 
2. MDC 1 (Nervous System): 

Administration of Tissue Plasminogen 
Activator (tPA) (rtPA) 

3. MDC 5 (Diseases and Disorders of the 
Circulatory System): Intraoperative 
Fluorescence Vascular Angiography 
(IFVA) and X-Ray Coronary Angiography 
in Coronary Artery Bypass Graft Surgery 

a. New MS–DRGs for Intraoperative 
Fluorescence Vascular Angiography 
(IFVA) with CABG 

b. New MS–DRG for Intraoperative 
Angiography, by any Method, with 
CABG 

c. New Procedure Codes 
d. MS–DRG Reassignment of Intraoperative 

Fluorescence Vascular Angiography 
(IFVA) 

4. MDC 6 (Diseases and Disorders of the 
Digestive System): Gastrointestinal 
Stenting 

5. MDC 8 (Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue): Pedicle-Based Dynamic 
Stabilization 

6. MDC 15 (Newborns and Other Neonates 
with Conditions Originating in the 
Perinatal Period) 

a. Discharges/Transfers of Neonates to a 
Designated Cancer Center or a Children’s 
Hospital 

b. Vaccination of Newborns 
7. Medicare Code Editor (MCE) Changes 
a. Unacceptable Principal Diagnosis Edit: 

Addition of Code for Gastroparesis 
b. Open Biopsy Check Edit 
c. Noncovered Procedure Edit 
8. Surgical Hierarchies 
9. Complication or Comorbidity (CC) 

Exclusions List 
a. Background 
b. CC Exclusions List for FY 2011 
10. Review of Procedure Codes in MS– 

DRGs 981 through 983, 984 through 986, 
and 987 through 989 

a. Moving Procedure Codes from MS–DRGs 
981 through 983 or MS–DRGs 987 
through 989 to MDCs 

b. Reassignment of Procedures among MS– 
DRGs 981 through 983, 984 through 986, 
and 987 through 989 

c. Adding Diagnosis or Procedure Codes to 
MDCs 

11. Changes to the ICD–9–CM Coding 
System, Including Discussion of the 
Replacement of the ICD–9–CM System 
with the ICD–10–CM and ICD–10–PCS 
Systems in FY 2014 

a. ICD–9–CM Coding System 

b. Code Freeze 
c. Processing of 25 Diagnosis Codes and 25 

Procedure Codes on Hospital Inpatient 
Claims 

12. Other Issues Not Addressed in the 
Proposed Rule 

a. Rechargeable Dual Array Deep Brain 
Stimulation System 

b. IntraOperative Electron RadioTherapy 
(IOERT) 

c. Brachytherapy 
d. Excisional Debridement 
H. Recalibration of MS–DRG Weights 
I. Add-On Payments for New Services and 

Technologies 
1. Background 
2. Public Input Before Publication of a 

Notice of Proposed Rulemaking on Add- 
On Payments 

3. FY 2011 Status of Technologies 
Approved for FY 2010 Add-On Payments 

a. Spiration® IBV® Valve System 
b. CardioWestTM Temporary Total 

Artificial Heart System (CardioWestTM 
TAH-t) 

4. FY 2011 Applications for New 
Technology Add-On Payments 

a. Auto Laser Interstitial Thermal Therapy 
(AutoLITTTM) System 

b. LipiScanTM Coronary Imaging System 
c. LipiScanTM Coronary Imaging System 

with Intravascular Ultrasound (IVUS) 
III. Changes to the Hospital Wage Index for 

Acute Care Hospitals 
A. Background 
B. Wage Index Reform 
1. Wage Index Study Required under the 

MIEA–TRHCA 
a. Legislative Requirement 
b. Interim and Final Reports on Results of 

Acumen’s Study 
2. FY 2009 Policy Changes in Response to 

Requirements under Section 106(b) of 
the MIEA–TRHCA 

a. Reclassification Average Hourly Wage 
Comparison Criteria 

b. Budget Neutrality Adjustment for the 
Rural and Imputed Floors 

3. Floor for Area Wage Index for Hospitals 
in Frontier States 

4. Plan for Reforming the Wage Index 
under Section 3137(b) of Affordable Care 
Act 

C. Core-Based Statistical Areas for the 
Hospital Wage Index 

D. Occupational Mix Adjustment to the FY 
2011 Wage Index 

1. Development of Data for the FY 2011 
Occupational Mix Adjustment Based on 
the 2007–2008 Occupational Mix Survey 

2. New 2010 Occupational Mix Survey for 
the FY 2013 Wage Index 

3. Calculation of the Occupational Mix 
Adjustment for FY 2011 

E. Worksheet S–3 Wage Data for the FY 
2011 Wage Index 

1. Included Categories of Costs 
2. Excluded Categories of Costs 
3. Use of Wage Index Data by Providers 

Other Than Acute Care Hospitals under 
the IPPS 

F. Verification of Worksheet S–3 Wage 
Data 

G. Method for Computing the FY 2011 
Unadjusted Wage Index 

H. Analysis and Implementation of the 
Occupational Mix Adjustment and the 
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FY 2011 Occupational Mix Adjusted 
Wage Index 

I. Revisions to the Wage Index Based on 
Hospital Redesignations and 
Reclassifications 

1. General 
2. Effects of Reclassification/Redesignation 
3. FY 2011 MGCRB Reclassifications 
a. FY 2011 Reclassification Requirements 

and Approvals 
b. Applications for Reclassifications for FY 

2012 
c. Appeals of MGCRB Denials of 

Withdrawals and Terminations 
4. Redesignations of Hospitals under 

Section 1886(d)(8)(B) of the Act 
5. Reclassifications under Section 

1886(d)(8)(B) of the Act 
6. Reclassifications under Section 508 of 

Public Law 108–173 
J. FY 2011 Wage Index Adjustment Based 

on Commuting Patterns of Hospital 
Employees 

K. Process for Requests for Wage Index 
Data Corrections 

L. Labor-Market Share for the FY 2011 
Wage Index 

IV. Other Decisions and Changes to the IPPS 
for Operating Costs and GME Costs 

A. Reporting of Hospital Quality Data for 
Annual Hospital Payment Update 

1. Background 
a. Overview 
b. Hospital Quality Data Reporting under 

Section 501(b) of Public Law 108–173 
c. Hospital Quality Data Reporting under 

Section 5001(a) of Public Law 109–171 
d. Hospital Quality Data Reporting under 

Section 3001(a)(2) and 3401(a)(2) of 
Public Law 111–148 

e. Quality Measures 
f. Maintenance of Technical Specifications 

for Quality Measures 
g. Public Display of Quality Measures 
2. Retirement of RHQDAPU Program 

Measures 
a. Considerations in Retiring Quality 

Measures from the RHQDAPU Program 
b. Retirement of Quality Measures under 

the RHQDAPU Program for the FY 2011 
Payment Determination and Subsequent 
Years 

3. Expansion Plan for Quality Measures for 
the FY 2012, FY 2013, and FY 2014 
Payment Determinations 

a. Considerations in Expanding and 
Updating Quality Measures under the 
RHQDAPU Program 

b. RHQDAPU Program Quality Measures 
for the FY 2012 Payment Determination 

c. RHQDAPU Program Quality Measures 
for the FY 2013 Payment Determination 

d. RHQDAPU Program Quality Measures 
for the FY 2014 Payment Determination 

4. Possible New Quality Measures for 
Future Years 

5. Form, Manner, and Timing of Quality 
Data Submission 

a. RHQDAPU Program Requirements for 
FY 2012, FY 2013, and FY 2014 

b. Additional RHQDAPU Program 
Procedural Requirements for FY 2012, 
FY 2013, and FY 2014 Payment 
Determinations 

6. RHQDAPU Program Disaster Extensions 
and Waivers 

7. Chart Validation Requirements for 
Chart–Abstracted Measures 

a. Chart Validation Requirements and 
Methods for the FY 2012 Payment 
Determination 

b. Supplements to the Chart Validation 
Process for the FY 2013 Payment 
Determination and Subsequent Years 

8. Data Accuracy and Completeness 
Acknowledgement Requirements for the 
FY 2012 Payment Determination and 
Subsequent Years 

9. Public Display Requirements for the FY 
2012 Payment Determination and 
Subsequent Years 

10. Reconsideration and Appeal 
Procedures for the FY 2011 Payment 
Determination 

11. RHQDAPU Program Withdrawal 
Deadlines 

12. Electronic Health Records 
a. Background 
b. EHR Testing of Quality Measures 

Submission 
c. HITECH Act EHR Provisions 
13. Qualification of Registries for 

RHQDAPU Data Submission 
14. RHQDAPU and Hospital Value-Based 

Purchasing 
B. Payment for Transfers of Cases from 

Medicare Participating Acute Care 
Hospitals to Nonparticipating Hospitals 
and CAHs 

1. Background 
2. Policy Change 
C. Rural Referral Centers (RRCs) 
1. Case-Mix Index (CMI) 
2. Discharges 
D. Payment Adjustment for Low-Volume 

Hospitals 
1. Background 
2. Temporary Changes for FYs 2011 and 

2012 
E. Indirect Medical Education (IME) 

Adjustment 
1. Background 
2. IME Adjustment Factor for FY 2011 
3. IME-Related Changes in Other Sections 

of this Final Rule 
F. Payment Adjustment for Medicare 

Disproportionate Share Hospitals 
(DSHs): Supplemental Security Income 
(SSI) Fraction 

1. Background 
2. CMS’ Current Data Matching Process for 

the SSI Fraction 
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I. Summary and Background 
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VI. Tables 
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Standardized Amounts, Labor/Nonlabor 
(68.8 Percent Labor Share/31.2 Percent 
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Payment Rate 
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Acute Care Hospitals in Urban Areas by 
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I. Background 

A. Summary 

1. Acute Care Hospital Inpatient 
Prospective Payment System (IPPS) 

Section 1886(d) of the Social Security 
Act (the Act) sets forth a system of 
payment for the operating costs of acute 
care hospital inpatient stays under 
Medicare Part A (Hospital Insurance) 
based on prospectively set rates. Section 
1886(g) of the Act requires the Secretary 
to pay for the capital-related costs of 
hospital inpatient stays under a 
prospective payment system (PPS). 
Under these PPSs, Medicare payment 
for hospital inpatient operating and 
capital-related costs is made at 
predetermined, specific rates for each 
hospital discharge. Discharges are 
classified according to a list of 
diagnosis-related groups (DRGs). 

The base payment rate is comprised of 
a standardized amount that is divided 
into a labor-related share and a 
nonlabor-related share. The labor- 
related share is adjusted by the wage 
index applicable to the area where the 
hospital is located. If the hospital is 
located in Alaska or Hawaii, the 
nonlabor-related share is adjusted by a 
cost-of-living adjustment factor. This 
base payment rate is multiplied by the 
DRG relative weight. 

If the hospital treats a high percentage 
of low-income patients, it receives a 
percentage add-on payment applied to 
the DRG-adjusted base payment rate. 
This add-on payment, known as the 
disproportionate share hospital (DSH) 
adjustment, provides for a percentage 
increase in Medicare payments to 
hospitals that qualify under either of 
two statutory formulas designed to 
identify hospitals that serve a 
disproportionate share of low-income 
patients. For qualifying hospitals, the 
amount of this adjustment may vary 
based on the outcome of the statutory 
calculations. 

If the hospital is an approved teaching 
hospital, it receives a percentage add-on 
payment for each case paid under the 
IPPS, known as the indirect medical 
education (IME) adjustment. This 
percentage varies, depending on the 
ratio of residents to beds. 

Additional payments may be made for 
cases that involve new technologies or 
medical services that have been 
approved for special add-on payments. 
To qualify, a new technology or medical 
service must demonstrate that it is a 
substantial clinical improvement over 
technologies or services otherwise 
available, and that, absent an add-on 
payment, it would be inadequately paid 
under the regular DRG payment. 

The costs incurred by the hospital for 
a case are evaluated to determine 
whether the hospital is eligible for an 
additional payment as an outlier case. 
This additional payment is designed to 
protect the hospital from large financial 
losses due to unusually expensive cases. 
Any eligible outlier payment is added to 
the DRG-adjusted base payment rate, 
plus any DSH, IME, and new technology 
or medical service add-on adjustments. 

Although payments to most hospitals 
under the IPPS are made on the basis of 
the standardized amounts, some 
categories of hospitals are paid in whole 
or in part based on their hospital- 
specific rate based on their costs in a 
base year. For example, sole community 
hospitals (SCHs) receive the higher of a 
hospital-specific rate based on their 
costs in a base year (the highest of FY 
1982, FY 1987, FY 1996, or FY 2006) or 
the IPPS Federal rate based on the 
standardized amount. Through and 
including FY 2006, a Medicare- 
dependent, small rural hospital (MDH) 
received the higher of the Federal rate 
or the Federal rate plus 50 percent of the 
amount by which the Federal rate is 
exceeded by the higher of its FY 1982 
or FY 1987 hospital-specific rate. As 
discussed below, for discharges 
occurring on or after October 1, 2007, 
but before October 1, 2012, an MDH will 
receive the higher of the Federal rate or 
the Federal rate plus 75 percent of the 
amount by which the Federal rate is 
exceeded by the highest of its FY 1982, 
FY 1987, or FY 2002 hospital-specific 
rate. SCHs are the sole source of care in 
their areas, and MDHs are a major 
source of care for Medicare beneficiaries 
in their areas. Specifically, section 
1886(d)(5)(D)(iii) of the Act defines an 
SCH as a hospital that is located more 
than 35 road miles from another 
hospital or that, by reason of factors 
such as isolated location, weather 
conditions, travel conditions, or absence 
of other like hospitals (as determined by 
the Secretary), is the sole source of 
hospital inpatient services reasonably 
available to Medicare beneficiaries. In 
addition, certain rural hospitals 
previously designated by the Secretary 
as essential access community hospitals 
are considered SCHs. Section 
1886(d)(5)(G)(iv) of the Act defines an 
MDH as a hospital that is located in a 
rural area, has not more than 100 beds, 
is not an SCH, and has a high 
percentage of Medicare discharges (not 
less than 60 percent of its inpatient days 
or discharges in its cost reporting year 
beginning in FY 1987 or in two of its 
three most recently settled Medicare 
cost reporting years). Both of these 
categories of hospitals are afforded this 

special payment protection in order to 
maintain access to services for 
beneficiaries. 

Section 1886(g) of the Act requires the 
Secretary to pay for the capital-related 
costs of inpatient hospital services ‘‘in 
accordance with a prospective payment 
system established by the Secretary.’’ 
The basic methodology for determining 
capital prospective payments is set forth 
in our regulations at 42 CFR 412.308 
and 412.312. Under the capital IPPS, 
payments are adjusted by the same DRG 
for the case as they are under the 
operating IPPS. Capital IPPS payments 
are also adjusted for IME and DSH, 
similar to the adjustments made under 
the operating IPPS. In addition, 
hospitals may receive outlier payments 
for those cases that have unusually high 
costs. 

The existing regulations governing 
payments to hospitals under the IPPS 
are located in 42 CFR part 412, subparts 
A through M. 

2. Hospitals and Hospital Units 
Excluded From the IPPS 

Under section 1886(d)(1)(B) of the 
Act, as amended, certain hospitals and 
hospital units are excluded from the 
IPPS. These hospitals and units are: 
Rehabilitation hospitals and units; long- 
term care hospitals (LTCHs); psychiatric 
hospitals and units; children’s hospitals; 
and cancer hospitals. Religious 
nonmedical health care institutions 
(RNHCIs) are also excluded from the 
IPPS. Various sections of the Balanced 
Budget Act of 1997 (BBA, Pub. L. 105– 
33), the Medicare, Medicaid and SCHIP 
[State Children’s Health Insurance 
Program] Balanced Budget Refinement 
Act of 1999 (BBRA, Pub. L. 106–113), 
and the Medicare, Medicaid, and SCHIP 
Benefits Improvement and Protection 
Act of 2000 (BIPA, Pub. L. 106–554) 
provide for the implementation of PPSs 
for rehabilitation hospitals and units 
(referred to as inpatient rehabilitation 
facilities (IRFs)), LTCHs, and psychiatric 
hospitals and units (referred to as 
inpatient psychiatric facilities (IPFs)). 
(We note that the annual updates to the 
LTCH PPS are now included as part of 
the IPPS annual update document. 
Updates to the IRF PPS and IPF PPS are 
issued as separate documents.) 
Children’s hospitals, cancer hospitals, 
and RNHCIs continue to be paid solely 
under a reasonable cost-based system 
subject to a rate-of-increase ceiling on 
inpatient operating costs per discharge. 

The existing regulations governing 
payments to excluded hospitals and 
hospital units are located in 42 CFR 
parts 412 and 413. 
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3. Long-Term Care Hospital Prospective 
Payment System (LTCH PPS) 

The Medicare prospective payment 
system (PPS) for LTCHs applies to 
hospitals described in section 
1886(d)(1)(B)(iv) effective for cost 
reporting periods beginning on or after 
October 1, 2002. The LTCH PPS was 
established under the authority of 
sections 123(a) and (c) of Public Law 
106–113 and section 307(b)(1) of Public 
Law 106–554 (as codified under section 
1886(m)(1) of the Act). During the 5-year 
(optional) transition period, a LTCH’s 
payment under the PPS was based on an 
increasing proportion of the LTCH 
Federal rate with a corresponding 
decreasing proportion based on 
reasonable cost principles. Effective for 
cost reporting periods beginning on or 
after October 1, 2006, all LTCHs are 
paid 100 percent of the Federal rate. The 
existing regulations governing payment 
under the LTCH PPS are located in 42 
CFR part 412, subpart O. Beginning 
October 1, 2009, we issue the annual 
updates to the LTCH PPS in the same 
documents that update the IPPS (73 FR 
26797 through 26798). 

4. Critical Access Hospitals (CAHs) 

Under sections 1814(l), 1820, and 
1834(g) of the Act, payments are made 
to critical access hospitals (CAHs) (that 
is, rural hospitals or facilities that meet 
certain statutory requirements) for 
inpatient and outpatient services are 
generally based on 101 percent of 
reasonable cost. Reasonable cost is 
determined under the provisions of 
section 1861(v)(1)(A) of the Act and 
existing regulations under 42 CFR parts 
413 and 415. 

5. Payments for Graduate Medical 
Education (GME) 

Under section 1886(a)(4) of the Act, 
costs of approved educational activities 
are excluded from the operating costs of 
inpatient hospital services. Hospitals 
with approved graduate medical 
education (GME) programs are paid for 
the direct costs of GME in accordance 
with section 1886(h) of the Act. The 
amount of payment for direct GME costs 
for a cost reporting period is based on 
the hospital’s number of residents in 
that period and the hospital’s costs per 
resident in a base year. The existing 
regulations governing payments to the 
various types of hospitals are located in 
42 CFR part 413. 

B. Provisions of the Patient Protection 
and Affordable Care Act (Pub. L. 111– 
148) and the Health Care and Education 
Reconciliation Act of 2010 (Pub. L. 111– 
152) 

On March 23, 2010, the Patient 
Protection and Affordable Care Act 
(PPACA), Public Law 111–148 was 
enacted. Following the enactment of 
Public Law 111–148, the Health Care 
and Education Reconciliation Act of 
2010, Public Law 111–152 (enacted on 
March 30, 2010), amended certain 
provisions of Public Law 111–148 and 
certain sections of the Social Security 
Act, and, in certain instances, included 
certain ‘‘freestanding’’ provisions that 
affect implementation of the IPPS and 
the LTCH PPS. (Pub. L. 111–148 and 
Pub. L. 111–152 are collectively referred 
to as the ‘‘Affordable Care Act.’’) A 
number of the provisions of the 
Affordable Care Act affected the updates 
to the IPPS and the LTCH PPS and the 
providers and suppliers that were 
addressed in the FY 2011 IPPS/LTCH 
PPS proposed rule that appeared in the 
Federal Register on May 4, 2010 (75 FR 
23852). However, due to the timing of 
the passage of the legislation, we were 
unable to address those provisions in 
the May 4, 2010 proposed rule. 
Therefore, on June 2, 2010, we issued in 
the Federal Register two additional 
documents: 

1. A supplemental proposed rule (75 
FR 30918) to the FY 2010 IPPS/LTCH 
PPS proposed rule published on May 4, 
2010, that proposed to implement 
certain provisions of the Affordable Care 
Act. These proposed provisions are 
outlined in section I.D.2. of this final 
rule, and are being finalized in the 
appropriate subject-matter sections of 
this final rule. 

2. A notice (75 FR 31118) that 
contained the final wage indices, 
hospital reclassifications, payment rates, 
impacts, and other related tables, 
effective for the FY 2010 IPPS and the 
RY 2010 LTCH PPS, that were required 
by or directly resulted from 
implementation of provisions of the 
Affordable Care Act. 

C. Provisions of the Preservation of 
Access To Care for Medicare 
Beneficiaries and Pension Relief Act of 
2010 (Pub. L. 111–192) 

On June 25, 2010, the Preservation of 
Access to Care for Medicare 
Beneficiaries and Pension Relief Act of 
2010 (Pub. L. 111–192) was enacted. 
Section 102 of Public Law 111–192 
amended section 1886(a)(4) and (d)(7) of 
the Act affecting Medicare payments for 
preadmission services furnished to 
outpatients who are later admitted as 

inpatients during a specified payment 
window. We are implementing this 
legislative provision as discussed under 
section IV.M. of the preamble of this 
document through an interim final rule 
with comment period. 

D. Issuance of Two Notices of Proposed 
Rulemaking for FY 2011 

1. Issuance of May 4, 2010 IPPS/LTCH 
PPS Proposed Rule 

On May 4, 2010, we issued in the 
Federal Register the FY 2011 IPPS/ 
LLTCH PPS proposed rule (75 FR 
23852). In that proposed rule, we set 
forth proposed changes to the Medicare 
IPPS for operating costs and for capital- 
related costs of acute care hospitals in 
FY 2011. We also set forth proposed 
changes relating to payments for IME 
costs and payments to certain hospitals 
and units that continue to be excluded 
from the IPPS and paid on a reasonable 
cost basis. 

In addition, in that proposed rule, we 
set forth proposed changes to the 
payment rates, factors, and other 
payment rate policies under the LTCH 
PPS for FY 2011. We note that because 
the annual update of payment rates for 
the LTCH PPS now takes place on the 
same schedule and in the same 
publication as for the IPPS, for the sake 
of clarity, in section VII.D. of the 
proposed rule, we proposed to use 
‘‘fiscal year (FY)’’ instead of ‘‘rate year 
(RY)’’ when referring to updates and 
changes to the LTCH PPS to be effective 
October 1, 2010. Therefore, throughout 
the proposed rule (and this final rule), 
we use the phrase ‘‘fiscal year (FY)’’ in 
referring to updates and changes to the 
LTCH PPS. 

Below is a summary of the major 
changes that we proposed to make in 
the May 4, 2010 proposed rule: 

a. Proposed Changes to MS–DRG 
Classifications and Recalibrations of 
Relative Weights 

In section II. of the preamble of the 
proposed rule, we included— 

• Proposed changes to MS–DRG 
classifications based on our yearly 
review. 

• Proposed application of the 
documentation and coding adjustment 
for FY 2011 resulting from 
implementation of the MS–DRG system. 

• A discussion of the Research 
Triangle International, Inc. (RTI) and 
RAND Corporation reports and 
recommendations relating to charge 
compression. 

• Proposed recalibrations of the MS– 
DRG relative weights. 

We also presented a listing and 
discussion of hospital-acquired 
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conditions (HACs), including infections, 
that are subject to the statutorily 
required quality adjustment in MS–DRG 
payments for FY 2011. 

We discussed the FY 2011 status of 
two new technologies approved for add- 
on payments for FY 2010 and presented 
our evaluation and analysis of the FY 
2011 applicants for add-on payments for 
high-cost new medical services and 
technologies (including public input, as 
directed by Pub. L. 108–173, obtained in 
a town hall meeting). 

b. Proposed Changes to the Hospital 
Wage Index for Acute Care Hospitals 

In section III. of the preamble to the 
proposed rule, we proposed revisions to 
the wage index for acute care hospitals 
and the annual update of the wage data. 
Specific issues addressed included the 
following: 

• Budget neutrality for the rural floor 
and imputed floor. 

• Changes to titles and principal 
cities of CBSA designations. 

• The proposed FY 2011 wage index 
update using wage data from cost 
reporting periods beginning in FY 2007. 

• Analysis and implementation of the 
proposed FY 2011 occupational mix 
adjustment to the wage index for acute 
care hospitals, including discussion of 
the 2010 occupational mix survey. 

• Proposed revisions to the wage 
index for acute care hospitals based on 
hospital redesignations and 
reclassifications. 

• The proposed adjustment to the 
wage index for acute care hospitals for 
FY 2011 based on commuting patterns 
of hospital employees who reside in a 
county and work in a different area with 
a higher wage index. 

• The timetable for reviewing and 
verifying the wage data used to compute 
the proposed FY 2011 hospital wage 
index. 

• Determination of the labor-related 
share for the proposed FY 2011 wage 
index. 

c. Other Decisions and Proposed 
Changes to the IPPS for Operating Costs 
and GME Costs 

In section IV. of the preamble of the 
proposed rule, we discussed a number 
of the provisions of the regulations in 42 
CFR parts 412, 413, and 489, including 
the following: 

• The reporting of hospital quality 
data as a condition for receiving the full 
annual payment update increase. 

• Payment for transfer cases from 
Medicare participating hospitals to 
nonparticipating hospitals and CAHs. 

• A change to the definition criteria 
for MDHs. 

• The proposed updated national and 
regional case-mix values and discharges 
for purposes of determining RRC status. 

• The statutorily required IME 
adjustment factor for FY 2011. 

• The proposed policy change 
relating to the determination of the SSI 
ratio of the Medicare fraction in the 
formula for determining the payment 
adjustments for disproportionate share 
hospitals. 

• A proposed clarification of 
‘‘approved medical residency programs’’ 
policies relating to payment for IME and 
direct GME and our proposal to accept 
the electronic submission of Medicare 
GME affiliation agreements. 

• Proposed policy change for 
payments for services furnished by 
certified registered nurse anesthetists 
(CRNAs) in rural hospitals and CAHs. 

• Discussion of the status of the Rural 
Community Hospital Demonstration 
Program. 

d. Proposed FY 2011 Policy Governing 
the IPPS for Capital-Related Costs 

In section V. of the preamble to the 
proposed rule, we discussed the 
proposed payment policy requirements 
for capital-related costs and capital 
payments to hospitals for FY 2011 and 
the proposed MS–DRG documentation 
and coding adjustment for FY 2011. 

e. Proposed Changes to the Payment 
Rates for Certain Excluded Hospitals: 
Rate-of-Increase Percentages 

In section VI. of the preamble of the 
proposed rule, we discussed— 

• Proposed changes to payments to 
excluded hospitals. 

• Proposed changes relating to the 
election by CAHs of the optional 
method of payment for outpatient 
services 

• Proposed clarification of the 
policies on costs of provider taxes as 
allowable costs for CAHs. 

f. Proposed Changes to the LTCH PPS 

In section VII. of the preamble of the 
proposed rule, we set forth proposed 
changes to the payment rates, factors, 
and other payment rate policies under 
the LTCH PPS for FY 2011, including 
the annual update of the MS–LTC–DRG 
classifications and relative weights for 
use under the LTCH PPS for FY 2011 
and the proposed documentation and 
coding adjustment under the LTCH PPS 
for FY 2011. 

g. Proposed Changes Relating to 
Effective Date of Provider Agreements 
and Supplier Approvals 

In section VIII. of the preamble of the 
proposed rule, we set forth our 
proposed change in the provisions for 

determining the effective date of 
provider agreements and supplier 
approvals and to make changes to assure 
that accredited and nonaccredited 
facilities are treated in the same manner 
in determining this effective date. 

h. Proposed Changes to Medicare 
Conditions of Participation Affecting 
Hospital Rehabilitation Services and 
Respiratory Care Services 

In section IX. of the preamble of the 
proposed rule, we proposed changes to 
the Medicare conditions of participation 
regarding which practitioners are 
allowed to order rehabilitation and 
respiratory care services in the hospital 
setting. 

i. Proposed Changes to the 
Accreditation Requirements for 
Medicaid Providers of Inpatient 
Psychiatric Services for Individuals 
Under Age 21 

In section X. of the preamble of the 
proposed rule, we proposed to remove 
the requirement for accreditation by The 
Joint Commission of psychiatric 
hospitals and hospitals with inpatient 
psychiatric programs. Hospitals with 
inpatient psychiatric programs would be 
afforded the flexibility in obtaining 
accreditation by a national accrediting 
organization whose hospital accrediting 
program has been approved by CMS. 
(We note that we proposed a similar 
change for psychiatric rehabilitation 
treatment facilities, which we are not 
adopting in this final rule.) 

j. Determining Proposed Prospective 
Payment Operating and Capital Rates 
and Rate-of-Increase Limits for Acute 
Care Hospitals 

In the Addendum to the proposed 
rule, we set forth proposed changes to 
the amounts and factors for determining 
the proposed FY 2011 prospective 
payment rates for operating costs and 
capital-related costs for acute care 
hospitals. We also proposed to establish 
the threshold amounts for outlier cases. 
In addition, we addressed the proposed 
update factors for determining the rate- 
of-increase limits for cost reporting 
periods beginning in FY 2011 for certain 
hospitals excluded from the IPPS. 

k. Determining Proposed Prospective 
Payment Rates for LTCHs 

In the Addendum to the proposed 
rule, we set forth proposed changes to 
the amounts and factors for determining 
the proposed FY 2011 prospective 
standard Federal rate. We also proposed 
to establish the proposed adjustments 
for wage levels, the labor-related share, 
the cost-of-living adjustment, and high- 
cost outliers, including the fixed-loss 
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amount, and the LTCH cost-to-charge 
ratios (CCRs) under the LTCH PPS. 

l. Impact Analysis 

In Appendix A of the proposed rule, 
we set forth an analysis of the impact 
that the proposed changes would have 
on affected acute care hospitals and 
LTCHs. 

m. Recommendation of Update Factors 
for Operating Cost Rates of Payment for 
Hospital Inpatient Services 

In Appendix B of the proposed rule, 
as required by sections 1886(e)(4) and 
(e)(5) of the Act, we provided our 
recommendations of the appropriate 
percentage changes for FY 2011 for the 
following: 

• A single average standardized 
amount for all areas for hospital 
inpatient services paid under the IPPS 
for operating costs of acute care 
hospitals (and hospital-specific rates 
applicable to SCHs and MDHs). 

• Target rate-of-increase limits to the 
allowable operating costs of hospital 
inpatient services furnished by certain 
hospitals excluded from the IPPS. 

• The standard Federal rate for 
hospital inpatient services furnished by 
LTCHs. 

n. Discussion of Medicare Payment 
Advisory Commission 
Recommendations 

Under section 1805(b) of the Act, 
MedPAC is required to submit a report 
to Congress, no later than March 1 of 
each year, in which MedPAC reviews 
and makes recommendations on 
Medicare payment policies. MedPAC’s 
March 2010 recommendations 
concerning hospital inpatient payment 
policies address the update factor for 
hospital inpatient operating costs and 
capital-related costs under the IPPS, for 
hospitals and distinct part hospital units 
excluded from the IPPS. We addressed 
these recommendations in Appendix B 
of the proposed rule. For further 
information relating specifically to the 
MedPAC March 2008 report or to obtain 
a copy of the report, contact MedPAC at 
(202) 220–3700 or visit MedPAC’s Web 
site at: http://www.medpac.gov. 

2. Issuance of June 2, 2010 Proposed 
Rule 

A number of the provisions of the 
Affordable Care Act affected the IPPS 
and the LTCH PPS and the applicable 
providers and suppliers. Due to the 
timing of the passage of the legislation, 
we were unable to address these 
provisions in the FY 2011 IPPS/LTCH 
PPS proposed rule that appeared in the 
May 4, 2010 Federal Register (75 FR 
23852). Therefore, various proposed 

policies and payment rates in that 
proposed rule did not reflect the new 
legislation. We noted in that proposed 
rule that we would issue separate 
Federal Register documents addressing 
the provisions of the Affordable Care 
Act that affected our proposed policies 
and payment rates for FY 2010 and FY 
2011 under the IPPS and for RY 2010 
and FY 2011 under the LTCH PPS. 

On June 2, 2010, we issued a 
supplemental proposed rule in the 
Federal Register (75 FR 30918) that 
addressed the following FY 2011 
policies and provisions of the 
Affordable Care Act: 

• Hospital wage index improvement 
related to geographic reclassification 
criteria for FY 2011 (section 3137 of 
Pub. L. 111–148). 

• National budget neutrality in the 
calculation of the rural floor for hospital 
wage index (section 3141 of Pub. L. 
111–148). 

• Protections for frontier States 
(section 10324 of Pub. L. 111–148). 

• Revisions of certain market basket 
updates (sections 3401 and 10319 of 
Pub. L. 111–148 and section 1105 of 
Pub. L. 111–152). 

• Temporary improvements to the 
low-volume hospital adjustment 
(sections 3125 and 10314 of Pub. L. 
111–148). 

• Extension of Medicare-dependent 
hospitals (MDHs) (section 3124 of Pub. 
L. 111–148). 

• Additional payments in FYs 2011 
and 2012 for qualifying hospitals in the 
lowest quartile of per capital Medicare 
spending (section 1109 of Pub. L. 111– 
152). 

• Extension of the rural community 
hospital demonstration (sections 3123 
and 10313 of Pub. L. 111–148). 

• Technical correction related to CAH 
services (section 3128 of Pub. L. 111– 
148). 

• Extension of certain payment rules 
for LTCH services and of moratorium on 
the establishment of certain hospitals 
and facilities and increases in beds in 
existing LTCHs or LTCH satellite 
facilities (sections 3106 and 10312 of 
Pub. L. 111–148). 

We also noted that we planned to 
issue further instructions implementing 
the provisions of the Affordable Care 
Act that affect the policies and payment 
rates for FY 2010 under the IPPS and for 
RY 2010 under the LTCH PPS in a 
separate document published elsewhere 
in June 2, 2010 Federal Register. 

In this final rule, we are finalizing 
both the provisions of the May 4, 2010 
proposed rule and the June 2, 2010 
supplemental proposed rule in one 
document. 

E. Public Comments Received on the FY 
2011 IPPS/LTCH PPS Proposed Rule 
and Supplemental Proposed Rule 

We received over 700 public 
comments on the May 4, 2010 FY 2011 
IPPS/LTCH PPS proposed rule and 
approximately 33 public comments on 
the June 2, 2010 FY 2011 IPPS/LTCH 
PPS supplemental proposed rule. One 
comment addressed the comment 
period for the supplemental proposed 
rule. 

Comment: One commenter objected to 
our decision to shorten the usual 60-day 
comment period for the supplemental 
proposed rule. The commenter did not 
believe that CMS had the authority to 
shorten the comment period and stated 
that the period allowed for comment on 
the policies in the supplemental 
proposed rule was insufficient. 

Response: We disagree with the 
commenter that the waiver of the full 
60-day comment period in the 
supplemental proposed rule was 
insufficient. As we explained in the 
supplemental proposed rule, due to the 
timing of the enactment of the 
Affordable Care Act, the policies and 
payment rates outlined in the FY 2011 
IPPS/LTCH proposed rule published in 
the Federal Register on May 4, 2010, 
did not reflect the changes made by that 
law to the IPPS and LTCH PPS. The 
supplemental proposed rule addressed 
the changes that affect our policies and 
payment rates for FY 2011 under the 
IPPS and the LTCH PPS. We refer 
readers to the waiver of 60-day 
comment period discussion in the 
supplemental proposed rule (75 FR 
30971), and we welcome the 
opportunity to provide additional 
details regarding our decision to waive 
the 60-day comment period. 

Our decision to shorten the customary 
60-day comment period is consistent 
with past agency practice (see, for 
example, 74 FR 26603 (June 3, 2009), 74 
FR 43952 (August 27, 2009), and 68 FR 
34772 (June 10, 2003)), as well as the 
language of section 1871(b)(2)(C) of the 
Act. We read section 1871(b)(2)(C) of the 
Act to permit a waiver of any or all of 
the procedures set forth in section 
1871(b)(1) of the Act, including the 60- 
day comment period, if good cause 
exists. 

We believe the commenter’s 
description of the period allowed for 
comment overstated the inconvenience 
that the shortened comment period may 
have created. We believe that the 
detailed and thoughtful comments that 
we received in response to the contents 
of the supplemental proposed rule 
support our position that there was time 
for meaningful public participation in 
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1 Medicare Payment Advisory Commission: 
Report to the Congress, Physician-Owned Specialty 
Hospitals, March 2005, page viii. 

the development of these policies. In 
addition, as the commenter admits, 
parties had 28 days from the posting of 
the supplemental proposed rule to 
submit comments to CMS, and a 
Listserv posting alerted outside parties 
to the posting of agency regulations. 

The FY 2011 IPPS/LTCH PSS final 
rule must be effective as of October 1, 
2010, the start of FY 2011. Given this 
statutory deadline, we believe it was 
necessary to shorten the time period, as 
permitted by section 1871(b)(2)(C) of the 
Act. As we explained in the waiver of 
60-day comment period discussion in 
the supplemental proposed rule, unless 
we shortened the comment period, there 
would have been no opportunity for the 
agency to appropriately consider the 
comments we received and resolve 
whether any of the proposed policies 
would be modified in light of comments 
received. The comment period set forth 
in the supplemental proposed rule 
provided the agency with the minimum 
time needed for a careful consideration 
of the public comments on both the FY 
2011 IPPS/LTCH PPS final rules. 
Moreover, a full 60-day comment period 
from the date of publication in the 
Federal Register, which is what the 
comment period would be if the 
commenter’s reading of section 
1871(b)(2)(C) of the Act were adopted by 
the agency, would have extended into 
August, which would have been 
impracticable, given the required 
effective date of October 1, 2010. 

The remaining public comments we 
received on the two proposed rules 
addressed issues on multiple topics in 
both of the proposed rules. We present 
a summary of the public comments and 
our responses to them in the applicable 
subject-matter sections of this final rule. 

F. Finalization of the Interim Final Rule 
With Comment Period That 
Implemented Certain Provisions of the 
ARRA Relating to Payments to LTCHs 
and LTCH Satellite Facilities 

Section 4302 of the American 
Recovery and Reinvestment Act of 2009 
(ARRA, Pub. L. 111–5) included several 
amendments to section 114 of Public 
Law 110–173 (MMSEA) relating to 
payments to LTCHs and LTCH satellite 
facilities that were discussed under 
section X. of the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43976 
through 43990). These amendments are 
effective as if they were enacted as part 
of section 114 of Public Law 110–173 
(MMSEA). We issued instructions to the 
fiscal intermediaries and Medicare 
administrative contractors (MACs) to 
interpret these amendments (Change 
Request 6444). In section XI. of the FY 
2010/RY 2010 LTCH PPS final rule (74 

FR 43990), we implemented the 
provisions of section 4302 of Public Law 
111–5 through an interim final rule with 
comment period. Sections 3106 and 
10312 of the Affordable Care Act added 
an additional 2 years to the 3-year 
implementation delay established by 
section 114(c) and (d)(1) of MMSEA. 
These provisions of the Affordable Care 
Act applicable to the LTCH PPS were 
discussed in the June 2, 2010 
supplemental proposed rule (75 FR 
30967). 

In section VII.E. of the preamble of 
this final rule, we respond to the public 
comment that we received in a timely 
manner on this interim final rule with 
comment period and finalize the interim 
final rule. 

II. Changes to Medicare Severity 
Diagnosis-Related Group (MS–DRG) 
Classifications and Relative Weights 

A. Background 
Section 1886(d) of the Act specifies 

that the Secretary shall establish a 
classification system (referred to as 
DRGs) for inpatient discharges and 
adjust payments under the IPPS based 
on appropriate weighting factors 
assigned to each DRG. Therefore, under 
the IPPS, Medicare pays for inpatient 
hospital services on a rate per discharge 
basis that varies according to the DRG 
to which a beneficiary’s stay is assigned. 
The formula used to calculate payment 
for a specific case multiplies an 
individual hospital’s payment rate per 
case by the weight of the DRG to which 
the case is assigned. Each DRG weight 
represents the average resources 
required to care for cases in that 
particular DRG, relative to the average 
resources used to treat cases in all 
DRGs. 

Congress recognized that it would be 
necessary to recalculate the DRG 
relative weights periodically to account 
for changes in resource consumption. 
Accordingly, section 1886(d)(4)(C) of 
the Act requires that the Secretary 
adjust the DRG classifications and 
relative weights at least annually. These 
adjustments are made to reflect changes 
in treatment patterns, technology, and 
any other factors that may change the 
relative use of hospital resources. 

B. MS–DRG Reclassifications 

1. General 
As discussed in the preamble to the 

FY 2008 IPPS final rule with comment 
period (72 FR 47138), we focused our 
efforts in FY 2008 on making significant 
reforms to the IPPS consistent with the 
recommendations made by MedPAC in 
its ‘‘Report to the Congress, Physician- 
Owned Specialty Hospitals’’ in March 

2005. MedPAC recommended that the 
Secretary refine the entire DRG system 
by taking severity of illness into account 
and applying hospital-specific relative 
value (HSRV) weights to DRGs.1 We 
began this reform process by adopting 
cost-based weights over a 3-year 
transition period beginning in FY 2007 
and making interim changes to the DRG 
system for FY 2007 by creating 20 new 
CMS DRGs and modifying 32 other 
DRGs across 13 different clinical areas 
involving nearly 1.7 million cases. As 
described in more detail below, these 
refinements were intermediate steps 
towards comprehensive reform of both 
the relative weights and the DRG system 
as we undertook further study. For FY 
2008, we adopted 745 new Medicare 
Severity DRGs (MS–DRGs) to replace 
the CMS DRGs. We refer readers to 
section II.D. of the FY 2008 IPPS final 
rule with comment period for a full 
detailed discussion of how the MS–DRG 
system, based on severity levels of 
illness, was established (72 FR 47141). 

Currently, cases are classified into 
MS–DRGs for payment under the IPPS 
based on the following information 
reported by the hospital: the principal 
diagnosis, up to eight additional 
diagnoses, and up to six procedures 
performed during the stay. (We refer 
readers to section II.G.11.c. of this final 
rule for a discussion of our efforts to 
increase our internal systems capacity to 
process diagnosis and procedures on 
hospital claims to 25 diagnosis codes 
and 25 procedure codes prior to the use 
of the International Classification of 
Diseases, 10th Revision, Clinical 
Modification (ICD–10–CM) for diagnosis 
coding and the International 
Classification of Diseases, 10th 
Revision, Procedure Coding System 
(ICD–10 PCS) for inpatient hospital 
procedure coding, effective October 1, 
2013.) In a small number of MS–DRGs, 
classification is also based on the age, 
sex, and discharge status of the patient. 
The diagnosis and procedure 
information is reported by the hospital 
using codes from the International 
Classification of Diseases, Ninth 
Revision, Clinical Modification (ICD–9– 
CM) prior to October 1, 2013. We refer 
readers to section II.G.11.b. of this final 
rule for a reference to the replacement 
of ICD–9–CM, Volumes 1 and 2, 
including the Official ICD–9–CM 
Guidelines for Coding and Reporting, 
Volume 3, with the ICD–10–CM and 
ICD–10–PCS, including the Official 
ICD–10–CM and ICD–10–PCS 
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Guidelines for Coding and Reporting, 
effective October 1, 2013 (FY 2014). 

The process of developing the MS– 
DRGs was begun by dividing all 
possible principal diagnoses into 
mutually exclusive principal diagnosis 
areas, referred to as Major Diagnostic 
Categories (MDCs). The MDCs were 
formulated by physician panels to 
ensure that the DRGs would be 
clinically coherent. The diagnoses in 
each MDC correspond to a single organ 
system or etiology and, in general, are 
associated with a particular medical 
specialty. Thus, in order to maintain the 
requirement of clinical coherence, no 
final MS–DRG could contain patients in 
different MDCs. For example, MDC 6 is 
Diseases and Disorders of the Digestive 
System. This approach is used because 
clinical care is generally organized in 
accordance with the organ system 
affected. However, some MDCs are not 
constructed on this basis because they 
involve multiple organ systems (for 
example, MDC 22 (Burns)). For FY 2010, 
cases were assigned to one of 746 MS– 
DRGs in 25 MDCs. For FY 2011, cases 
will be assigned to one of 747 MS–DRGs 
in 25 MDCs. The table below lists the 25 
MDCs. 

MAJOR DIAGNOSTIC CATEGORIES 
(MDCS) 

1 .............. Diseases and Disorders of the 
Nervous System. 

MAJOR DIAGNOSTIC CATEGORIES 
(MDCS)—Continued 

2 .............. Diseases and Disorders of the 
Eye. 

3 .............. Diseases and Disorders of the 
Ear, Nose, Mouth, and Throat. 

4 .............. Diseases and Disorders of the 
Respiratory System. 

5 .............. Diseases and Disorders of the 
Circulatory System. 

6 .............. Diseases and Disorders of the 
Digestive System. 

7 .............. Diseases and Disorders of the 
Hepatobiliary System and 
Pancreas. 

8 .............. Diseases and Disorders of the 
Musculoskeletal System and 
Connective Tissue. 

9 .............. Diseases and Disorders of the 
Skin, Subcutaneous Tissue 
and Breast. 

10 ............ Endocrine, Nutritional and Meta-
bolic Diseases and Disorders. 

11 ............ Diseases and Disorders of the 
Kidney and Urinary Tract. 

12 ............ Diseases and Disorders of the 
Male Reproductive System. 

13 ............ Diseases and Disorders of the 
Female Reproductive System. 

14 ............ Pregnancy, Childbirth, and the 
Puerperium. 

15 ............ Newborns and Other Neonates 
with Conditions Originating in 
the Perinatal Period. 

16 ............ Diseases and Disorders of the 
Blood and Blood Forming Or-
gans and Immunological Dis-
orders. 

17 ............ Myeloproliferative Diseases and 
Disorders and Poorly Differen-
tiated Neoplasms. 

MAJOR DIAGNOSTIC CATEGORIES 
(MDCS)—Continued 

18 ............ Infectious and Parasitic Dis-
eases (Systemic or Unspec-
ified Sites). 

19 ............ Mental Diseases and Disorders. 
20 ............ Alcohol/Drug Use and Alcohol/ 

Drug Induced Organic Mental 
Disorders. 

21 ............ Injuries, Poisonings, and Toxic 
Effects of Drugs. 

22 ............ Burns. 
23 ............ Factors Influencing Health Sta-

tus and Other Contacts with 
Health Services. 

24 ............ Multiple Significant Trauma. 
25 ............ Human Immunodeficiency Virus 

Infections. 

In general, cases are assigned to an 
MDC based on the patient’s principal 
diagnosis before assignment to an MS– 
DRG. However, under the most recent 
version of the Medicare GROUPER 
(Version 27.0), there are 13 MS–DRGs to 
which cases are directly assigned on the 
basis of ICD–9–CM procedure codes. 
These MS–DRGs are for heart transplant 
or implant of heart assist systems; liver 
and/or intestinal transplants; bone 
marrow transplants; lung transplants; 
simultaneous pancreas/kidney 
transplants; pancreas transplants; and 
tracheostomies. Cases are assigned to 
these MS–DRGs before they are 
classified to an MDC. The table below 
lists the 13 current pre-MDCs. 

PRE-MAJOR DIAGNOSTIC CATEGORIES (PRE-MDCS) 

MS–DRG 001 .. Heart Transplant or Implant of Heart Assist System with MCC. 
MS–DRG 002 .. Heart Transplant or Implant of Heart Assist System without MCC. 
MS–DRG 003 .. ECMO or Tracheostomy with Mechanical Ventilation 96+ Hours or Principal Diagnosis Except for Face, Mouth, and Neck Di-

agnosis with Major O.R. 
MS–DRG 004 .. Tracheostomy with Mechanical Ventilation 96+ Hours or Principal Diagnosis Except for Face, Mouth, and Neck Diagnosis 

with Major O.R. 
MS–DRG 005 .. Liver Transplant with MCC or Intestinal Transplant. 
MS–DRG 006 .. Liver Transplant without MCC. 
MS–DRG 007 .. Lung Transplant. 
MS–DRG 008 .. Simultaneous Pancreas/Kidney Transplant. 
MS–DRG 009 .. Bone Marrow Transplant. 
MS–DRG 010 .. Pancreas Transplant. 
MS–DRG 011 .. Tracheostomy for Face, Mouth, and Neck Diagnoses with MCC. 
MS–DRG 012 .. Tracheostomy for Face, Mouth, and Neck Diagnoses with CC. 
MS–DRG 013 .. Tracheostomy for Face, Mouth, and Neck Diagnoses without CC/MCC. 

Once the MDCs were defined, each 
MDC was evaluated to identify those 
additional patient characteristics that 
would have a consistent effect on 
hospital resource consumption. Because 
the presence of a surgical procedure that 
required the use of the operating room 
would have a significant effect on the 
type of hospital resources used by a 
patient, most MDCs were initially 
divided into surgical DRGs and medical 

DRGs. Surgical DRGs are based on a 
hierarchy that orders operating room 
(O.R.) procedures or groups of O.R. 
procedures by resource intensity. 
Medical DRGs generally are 
differentiated on the basis of diagnosis 
and age (0 to 17 years of age or greater 
than 17 years of age). Some surgical and 
medical DRGs are further differentiated 
based on the presence or absence of a 
complication or comorbidity (CC) or a 

major complication or comorbidity 
(MCC). 

Generally, nonsurgical procedures 
and minor surgical procedures that are 
not usually performed in an operating 
room are not treated as O.R. procedures. 
However, there are a few non-O.R. 
procedures that do affect MS–DRG 
assignment for certain principal 
diagnoses. An example is extracorporeal 
shock wave lithotripsy for patients with 
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a principal diagnosis of urinary stones. 
Lithotripsy procedures are not routinely 
performed in an operating room. 
Therefore, lithotripsy codes are not 
classified as O.R. procedures. However, 
our clinical advisors believe that 
patients with urinary stones who 
undergo extracorporeal shock wave 
lithotripsy should be considered similar 
to other patients who undergo O.R. 
procedures. Therefore, we treat this 
group of patients similar to patients 
undergoing O.R. procedures. 

Once the medical and surgical classes 
for an MDC were formed, each diagnosis 
class was evaluated to determine if 
complications or comorbidities would 
consistently affect hospital resource 
consumption. Each diagnosis was 
categorized into one of three severity 
levels. These three levels include a 
major complication or comorbidity 
(MCC), a complication or comorbidity 
(CC), or a non-CC. Physician panels 
classified each diagnosis code based on 
a highly iterative process involving a 
combination of statistical results from 
test data as well as clinical judgment. As 
stated earlier, we refer readers to section 
II.D. of the FY 2008 IPPS final rule with 
comment period for a full detailed 
discussion of how the MS–DRG system 
was established based on severity levels 
of illness (72 FR 47141). 

A patient’s diagnosis, procedure, 
discharge status, and demographic 
information is entered into the Medicare 
claims processing systems and subjected 
to a series of automated screens called 
the Medicare Code Editor (MCE). The 
MCE screens are designed to identify 
cases that require further review before 
classification into an MS–DRG. 

After patient information is screened 
through the MCE and further 
development of the claim is conducted, 
the cases are classified into the 
appropriate MS–DRG by the Medicare 
GROUPER software program. The 
GROUPER program was developed as a 
means of classifying each case into an 
MS–DRG on the basis of the diagnosis 
and procedure codes and, for a limited 
number of MS–DRGs, demographic 
information (that is, sex, age, and 
discharge status). 

After cases are screened through the 
MCE and assigned to an MS–DRG by the 
GROUPER, the PRICER software 
calculates a base MS–DRG payment. 
The PRICER calculates the payment for 
each case covered by the IPPS based on 
the MS–DRG relative weight and 
additional factors associated with each 
hospital, such as IME and DSH payment 
adjustments. These additional factors 
increase the payment amount to 
hospitals above the base MS–DRG 
payment. 

The records for all Medicare hospital 
inpatient discharges are maintained in 
the Medicare Provider Analysis and 
Review (MedPAR) file. The data in this 
file are used to evaluate possible MS– 
DRG classification changes and to 
recalibrate the MS–DRG weights. 
However, in the FY 2000 IPPS final rule 
(64 FR 41499 and 41500), we discussed 
a process for considering non-MedPAR 
data in the recalibration process. We 
stated that for use of non-MedPAR data 
to be feasible for purposes of DRG 
recalibration and reclassification, the 
data must, among other things: (1) Be 
independently verified; (2) reflect a 
complete set of cases (or a 
representative sample of cases); and (3) 
enable us to calculate appropriate DRG 
relative weights and ensure that cases 
are classified to the ‘‘correct’’ DRG, and 
to one DRG only, in the recalibration 
process. Further, in order for us to 
consider using particular non-MedPAR 
data, we must have sufficient time to 
evaluate and test the data. The time 
necessary to do so depends upon the 
nature and quality of the non-MedPAR 
data submitted. Generally, however, a 
significant sample of the non-MedPAR 
data should be submitted by mid- 
October for consideration in 
conjunction with the next year’s 
proposed rule. This date allows us time 
to test the data and make a preliminary 
assessment as to the feasibility of using 
the data. Subsequently, a complete non- 
MedPAR database should be submitted 
by early December for consideration in 
conjunction with the next year’s 
proposed rule. 

As we indicated above, for FY 2008, 
we made significant improvements in 
the DRG system to recognize severity of 
illness and resource usage by adopting 
MS–DRGs that were reflected in the FY 
2008 GROUPER, Version 25.0, and were 
effective for discharges occurring on or 
after October 1, 2007. Our MS–DRG 
analysis for the FY 2011 proposed rule 
was based on data from the September 
2009 update of the FY 2009 MedPAR 
file, which contained hospital bills 
received through September 30, 2009, 
for discharges occurring through 
September 30, 2009. For this FY 2011 
final rule, our MS–DRG analysis is 
based on data from the March 2010 
update of the FY 2009 MedPAR file, 
which contained hospital bills received 
through March 31, 2010, for discharges 
occurring through September 30, 2009. 

2. Yearly Review for Making MS–DRG 
Changes 

Many of the changes to the MS–DRG 
classifications we make annually are the 
result of specific issues brought to our 
attention by interested parties. We 

encourage individuals with comments 
about MS–DRG classifications to submit 
these comments no later than early 
December of each year so they can be 
carefully considered for possible 
inclusion in the annual proposed rule 
and, if included, may be subjected to 
public review and comment. Therefore, 
similar to the timetable for interested 
parties to submit non-MedPAR data for 
consideration in the MS–DRG 
recalibration process, comments about 
MS–DRG classification issues should be 
submitted no later than early December 
in order to be considered and possibly 
included in the next annual proposed 
rule updating the IPPS. 

The actual process of forming the 
MS–DRGs was, and will likely continue 
to be, highly iterative, involving a 
combination of statistical results from 
test data combined with clinical 
judgment. In the FY 2008 IPPS final rule 
(72 FR 47140 through 47189), we 
described in detail the process we used 
to develop the MS–DRGs that we 
adopted for FY 2008. In addition, in 
deciding whether to make further 
modification to the MS–DRGs for 
particular circumstances brought to our 
attention, we considered whether the 
resource consumption and clinical 
characteristics of the patients with a 
given set of conditions are significantly 
different than the remaining patients in 
the MS–DRG. We evaluated patient care 
costs using average charges and lengths 
of stay as proxies for costs and relied on 
the judgment of our medical advisors to 
decide whether patients are clinically 
distinct or similar to other patients in 
the MS–DRG. In evaluating resource 
costs, we considered both the absolute 
and percentage differences in average 
charges between the cases we selected 
for review and the remainder of cases in 
the MS–DRG. We also considered 
variation in charges within these 
groups; that is, whether observed 
average differences were consistent 
across patients or attributable to cases 
that were extreme in terms of charges or 
length of stay, or both. Further, we 
considered the number of patients who 
will have a given set of characteristics 
and generally preferred not to create a 
new MS–DRG unless it would include 
a substantial number of cases. 

C. Adoption of the MS–DRGs in FY 2008 
In the FY 2006, FY 2007, and FY 2008 

IPPS final rules, we discussed a number 
of recommendations made by MedPAC 
regarding revisions to the DRG system 
used under the IPPS (70 FR 47473 
through 47482; 71 FR 47881 through 
47939; and 72 FR 47140 through 47189). 
As we noted in the FY 2006 IPPS final 
rule, we had insufficient time to 
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complete a thorough evaluation of these 
recommendations for full 
implementation in FY 2006. However, 
we did adopt severity-weighted cardiac 
DRGs in FY 2006 to address public 
comments on this issue and the specific 
concerns of MedPAC regarding cardiac 
surgery DRGs. We also indicated that we 
planned to further consider all of 
MedPAC’s recommendations and 
thoroughly analyze options and their 
impacts on the various types of 
hospitals in the FY 2007 IPPS proposed 
rule. 

For FY 2007, we began this process. 
In the FY 2007 IPPS proposed rule, we 
proposed to adopt Consolidated 
Severity DRGs (CS DRGs) for FY 2008 (if 
not earlier). Based on public comments 
received on the FY 2007 IPPS proposed 
rule, we decided not to adopt the CS 
DRGs. In the FY 2007 IPPS final rule (71 
FR 47906 through 47912), we discussed 
several concerns raised by public 
commenters regarding the proposal to 
adopt CS DRGs. We acknowledged the 
many public comments suggesting the 
logic of Medicare’s DRG system should 
continue to remain in the public domain 
as it has since the inception of the PPS. 
We also acknowledged concerns about 
the impact on hospitals and software 
vendors of moving to a proprietary 
system. Several commenters suggested 
that CMS refine the existing DRG 
classification system to preserve the 
many policy decisions that were made 
over the last 20 years and were already 
incorporated into the DRG system, such 
as complexity of services and new 
device technologies. Consistent with the 
concerns expressed in the public 
comments, this option had the 
advantage of using the existing DRGs as 
a starting point (which was already 
familiar to the public) and retained the 
benefit of many DRG decisions that 
were made in recent years. We stated 
our belief that the suggested approach of 
incorporating severity measures into the 
existing DRG system was a viable option 
that would be evaluated. 

Therefore, we decided to make 
interim changes to the existing DRGs for 
FY 2007 by creating 20 new DRGs 
involving 13 different clinical areas that 
would significantly improve the CMS 
DRG system’s recognition of severity of 
illness. We also modified 32 DRGs to 
better capture differences in severity. 
The new and revised DRGs were 
selected from 40 existing CMS DRGs 
that contained 1,666,476 cases and 
represented a number of body systems. 
In creating these 20 new DRGs, we 
deleted 8 existing DRGs and modified 
32 existing DRGs. We indicated that 
these interim steps for FY 2007 were 
being taken as a prelude to more 

comprehensive changes to better 
account for severity in the DRG system 
by FY 2008. 

In the FY 2007 IPPS final rule (71 FR 
47898), we indicated our intent to 
pursue further DRG reform through two 
initiatives. First, we announced that we 
were in the process of engaging a 
contractor to assist us with evaluating 
alternative DRG systems that were 
raised as potential alternatives to the 
CMS DRGs in the public comments. 
Second, we indicated our intent to 
review over 13,000 ICD–9–CM diagnosis 
codes as part of making further 
refinements to the current CMS DRGs to 
better recognize severity of illness based 
on the work that CMS (then HCFA) did 
in the mid-1990’s in connection with 
adopting severity DRGs. We describe 
below the progress we have made on 
these two initiatives and our actions for 
FYs 2008, 2009, and 2010, and our 
proposed and final actions for FY 2011 
based on our continued analysis of 
reform of the DRG system. We note that 
the adoption of the MS–DRGs to better 
recognize severity of illness has 
implications for the outlier threshold, 
the application of the postacute care 
transfer policy, the measurement of real 
case-mix versus apparent case-mix, and 
the IME and DSH payment adjustments. 
We discuss these implications for FY 
2011 in other sections of this preamble 
and in the Addendum to this final rule. 

In the FY 2007 IPPS proposed rule, 
we discussed MedPAC’s 
recommendations to move to a cost- 
based HSRV weighting methodology 
using HSRVs beginning with the FY 
2007 IPPS proposed rule for 
determining the DRG relative weights. 
Although we proposed to adopt the 
HSRV weighting methodology for FY 
2007, we decided not to adopt the 
proposed methodology in the final rule 
after considering the public comments 
we received on the proposal. Instead, in 
the FY 2007 IPPS final rule, we adopted 
a cost-based weighting methodology 
without the HSRV portion of the 
proposed methodology. The cost-based 
weights were adopted over a 3-year 
transition period in 1⁄3 increments 
between FY 2007 and FY 2009. In 
addition, in the FY 2007 IPPS final rule, 
we indicated our intent to further study 
the HSRV-based methodology as well as 
other issues brought to our attention 
related to the cost-based weighting 
methodology adopted in the FY 2007 
final rule. There was significant concern 
in the public comments that our cost- 
based weighting methodology does not 
adequately account for charge 
compression—the practice of applying a 
higher percentage charge markup over 
costs to lower cost items and services 

and a lower percentage charge markup 
over costs to higher cost items and 
services. Further, public commenters 
expressed concern about potential 
inconsistencies between how costs and 
charges are reported on the Medicare 
cost reports and charges on the 
Medicare claims. In the FY 2007 IPPS 
final rule, we used costs and charges 
from the cost reports to determine 
departmental level cost-to-charge ratios 
(CCRs) which we then applied to 
charges on the Medicare claims to 
determine the cost-based weights. The 
commenters were concerned about 
potential distortions to the cost-based 
weights that would result from 
inconsistent reporting between the cost 
reports and the Medicare claims. After 
publication of the FY 2007 IPPS final 
rule, we entered into a contract with RTI 
International (RTI) to study both charge 
compression and the extent, if any, to 
which our methodology for calculating 
DRG relative weights is affected by 
inconsistencies between how hospitals 
report costs and charges on the cost 
reports and how hospitals report 
charges on individual claims. Further, 
as part of its study of alternative DRG 
systems, the RAND Corporation 
analyzed the HSRV cost-weighting 
methodology. We refer readers to 
section II.E. of the preamble of this final 
rule for a discussion of the issue of 
charge compression and the cost- 
weighting methodology for FY 2011. 

We believe that revisions to the DRG 
system to better recognize severity of 
illness and changes to the relative 
weights based on costs rather than 
charges are improving the accuracy of 
the payment rates in the IPPS. We agree 
with MedPAC that these refinements 
should be pursued. Although we 
continue to caution that any prospective 
payment system based on grouping 
cases will always present some 
opportunities for providers to specialize 
in cases they believe have higher 
margins, we believe that the changes we 
have adopted and the continuing 
reforms we are making in this final rule 
for FY 2011 will improve payment 
accuracy and reduce financial 
incentives to create specialty hospitals. 

We refer readers to section II.D. of the 
FY 2008 IPPS final rule with comment 
period for a full discussion of how the 
MS–DRG system was established based 
on severity levels of illness (72 FR 
47141). 
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D. FY 2011 MS–DRG Documentation 
and Coding Adjustment, Including the 
Applicability to the Hospital-Specific 
Rates and the Puerto Rico-Specific 
Standardized Amount 

1. Background on the Prospective MS– 
DRG Documentation and Coding 
Adjustments for FY 2008 and FY 2009 
Authorized by Public Law 110–90 

As we discussed earlier in this 
preamble, we adopted the MS–DRG 
patient classification system for the 
IPPS, effective October 1, 2007, to better 
recognize severity of illness in Medicare 
payment rates for acute care hospitals. 
The adoption of the MS–DRG system 
resulted in the expansion of the number 
of DRGs from 538 in FY 2007 to 745 in 
FY 2008. (Currently, there are 746 MS– 
DRGs for FY 2010; there will be 747 
MS–DRGs in FY 2011, with the deletion 
in this final rule of one MS–DRG and 
the creation of two new MS–DRGs.) By 
increasing the number of MS–DRGs and 
more fully taking into account patient 
severity of illness in Medicare payment 
rates for acute care hospitals, MS–DRGs 
encourage hospitals to improve their 
documentation and coding of patient 
diagnoses. In the FY 2008 IPPS final 
rule with comment period (72 FR 47175 
through 47186), we indicated that the 
adoption of the MS–DRGs had the 
potential to lead to increases in 
aggregate payments without a 
corresponding increase in actual patient 
severity of illness due to the incentives 
for additional documentation and 
coding. In that final rule with comment 
period, we exercised our authority 
under section 1886(d)(3)(A)(vi) of the 
Act, which authorizes us to maintain 
budget neutrality by adjusting the 
national standardized amount, to 
eliminate the estimated effect of changes 
in coding or classification that do not 
reflect real changes in case-mix. Our 
actuaries estimated that maintaining 
budget neutrality required an 
adjustment of ¥4.8 percent to the 
national standardized amount. We 
provided for phasing in this ¥4.8 
percent adjustment over 3 years. 
Specifically, we established prospective 
documentation and coding adjustments 
of ¥1.2 percent for FY 2008, ¥1.8 
percent for FY 2009, and ¥1.8 percent 
for FY 2010. 

On September 29, 2007, Congress 
enacted the TMA [Transitional Medical 
Assistance], Abstinence Education, and 
QI [Qualifying Individuals] Programs 
Extension Act of 2007, Public Law 110– 
90. Section 7(a) of Public Law 110–90 
reduced the documentation and coding 
adjustment made as a result of the MS– 
DRG system that we adopted in the FY 
2008 IPPS final rule with comment 

period to ¥0.6 percent for FY 2008 and 
¥0.9 percent for FY 2009. Section 7(a) 
of Public Law 110–90 did not adjust the 
FY 2010 ¥1.8 percent documentation 
and coding adjustment promulgated in 
the FY 2008 IPPS final rule with 
comment period. To comply with 
section 7(a) of Public Law 110–90, we 
promulgated a final rule on November 
27, 2007 (72 FR 66886) that modified 
the IPPS documentation and coding 
adjustment for FY 2008 to ¥0.6 percent, 
and revised the FY 2008 payment rates, 
factors, and thresholds accordingly. 
These revisions were effective on 
October 1, 2007. 

For FY 2009, section 7(a) of Public 
Law 110–90 required a documentation 
and coding adjustment of ¥0.9 percent 
instead of the ¥1.8 percent adjustment 
established in the FY 2008 IPPS final 
rule with comment period. As discussed 
in the FY 2009 IPPS final rule (73 FR 
48447) and required by statute, we 
applied a documentation and coding 
adjustment of ¥0.9 percent to the FY 
2009 IPPS national standardized 
amount. The documentation and coding 
adjustments established in the FY 2008 
IPPS final rule with comment period, as 
amended by Public Law 110–90, are 
cumulative. As a result, the ¥0.9 
percent documentation and coding 
adjustment for FY 2009 was in addition 
to the ¥0.6 percent adjustment for FY 
2008, yielding a combined effect of 
¥1.5 percent. 

2. Prospective Adjustment to the 
Average Standardized Amounts 
Required by Section 7(b)(1)(A) of Public 
Law 110–90 

Section 7(b)(1)(A) of Public Law 110– 
90 requires that, if the Secretary 
determines that implementation of the 
MS–DRG system resulted in changes in 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 or 
FY 2009 that are different than the 
prospective documentation and coding 
adjustments applied under section 7(a) 
of Public Law 110–90, the Secretary 
shall make an appropriate adjustment 
under section 1886(d)(3)(A)(vi) of the 
Act. Section 1886(d)(3)(A)(vi) of the Act 
authorizes adjustments to the average 
standardized amounts for subsequent 
fiscal years in order to eliminate the 
effect of such coding or classification 
changes. These adjustments are 
intended to ensure that future annual 
aggregate IPPS payments are the same as 
the payments that otherwise would have 
been made had the prospective 
adjustments for documentation and 
coding applied in FY 2008 and FY 2009 
reflected the change that occurred in 
those years. 

3. Recoupment or Repayment 
Adjustments in FYs 2010 Through 2012 
Required by Public Law 110–90 

If, based on a retroactive evaluation of 
claims data, the Secretary determines 
that implementation of the MS–DRG 
system resulted in changes in 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 or 
FY 2009 that are different from the 
prospective documentation and coding 
adjustments applied under section 7(a) 
of Public Law 110–90, section 7(b)(1)(B) 
of Public Law 110–90 requires the 
Secretary to make an additional 
adjustment to the standardized amounts 
under section 1886(d) of the Act. This 
adjustment must offset the estimated 
increase or decrease in aggregate 
payments for FYs 2008 and 2009 
(including interest) resulting from the 
difference between the estimated actual 
documentation and coding effect and 
the documentation and coding 
adjustment applied under section 7(a) of 
Public Law 110–90. This adjustment is 
in addition to making an appropriate 
adjustment to the standardized amounts 
under section 1886(d)(3)(A)(vi) of the 
Act as required by section 7(b)(1)(A) of 
Public Law 110–90. That is, these 
adjustments are intended to recoup (or 
repay) spending in excess of (or less 
than) spending that would have 
occurred had the prospective 
adjustments for changes in 
documentation and coding applied in 
FY 2008 and FY 2009 precisely matched 
the changes that occurred in those years. 
Public Law 110–90 requires that the 
Secretary make these recoupment or 
repayment adjustments for discharges 
occurring during FYs 2010, 2011, and 
2012. 

4. Retrospective Evaluation of FY 2008 
Claims Data 

In order to implement the 
requirements of section 7 of Public Law 
110–90, we indicated in the FY 2009 
IPPS final rule (73 FR 48450) that we 
planned a thorough retrospective 
evaluation of our claims data. We stated 
that the results of this evaluation would 
be used by our actuaries to determine 
any necessary payment adjustments to 
the standardized amounts under section 
1886(d) of the Act to ensure the budget 
neutrality of the MS–DRGs 
implementation for FY 2008 and FY 
2009, as required by law. In the FY 2009 
IPPS proposed rule (73 FR 23541 
through 23542), we described our 
preliminary plan for a retrospective 
analysis of inpatient hospital claims 
data and invited public input on our 
proposed methodology. 
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In that proposed rule, we indicated 
that we intended to measure and 
corroborate the extent of the overall 
national average changes in case-mix for 
FY 2008 and FY 2009. We expected that 
the two largest parts of this overall 
national average change would be 
attributable to underlying changes in 
actual patient severity of illness and to 
documentation and coding 
improvements under the MS–DRG 
system. In order to separate the two 
effects, we planned to isolate the effect 
of shifts in cases among base DRGs from 
the effect of shifts in the types of cases 
within-base DRGs. 

The MS–DRGs divide the base DRGs 
into three severity levels (with MCC, 
with CC, and without CC); the 
previously used CMS DRGs had only 
two severity levels (with CC and 
without CC). Under the CMS DRG 
system, the majority of hospital 
discharges had a secondary diagnosis 
which was on the CC list, which led to 
the higher severity level. The MS–DRGs 
significantly changed the code lists of 
what was classified as an MCC or a CC. 
Many codes that were previously 
classified as a CC are no longer included 
on the MS–DRG CC list because the data 
and clinical review showed these 
conditions did not lead to a significant 
increase in resource use. The addition of 
a new level of high severity conditions, 
the MCC list, also provided a new 
incentive to code more precisely in 
order to increase the severity level. We 
anticipated that hospitals would 
examine the MS–DRG MCC and CC 
code lists and then work with 
physicians and coders on 
documentation and coding practices so 
that coders could appropriately assign 
codes from the highest possible severity 
level. We note that there have been 
numerous seminars and training 
sessions on this particular coding issue. 
The topic of improving documentation 
practices in order to code conditions on 
the MCC list was also discussed 
extensively by participants at the March 
11–12, 2009 ICD–9–CM Coordination 
and Maintenance Committee meeting. 
Participants discussed their hospitals’ 
efforts to encourage physicians to 
provide more precise documentation so 
that coders could appropriately assign 
codes that would lead to a higher 
severity level. Because we expected 
most of the documentation and coding 
changes under the MS–DRG system 
would occur in the secondary 
diagnoses, we believed that the shifts 
among base DRGs were less likely to be 
the result of the MS–DRG system and 
the shifts within-base DRGs were more 
likely to be the result of the MS–DRG 

system. We also anticipated evaluating 
data to identify the specific MS–DRGs 
and diagnoses that contributed 
significantly to the documentation and 
coding payment effect and to quantify 
their impact. This step entailed analysis 
of the secondary diagnoses driving the 
shifts in severity within specific base 
DRGs. 

In that same proposed rule, we also 
stated that, while we believed that the 
data analysis plan described previously 
would produce an appropriate estimate 
of the extent of case-mix changes 
resulting from documentation and 
coding changes, we might decide, if 
feasible, to use historical data from our 
Hospital Payment Monitoring Program 
(HPMP) to corroborate the within-base 
DRG shift analysis. The HPMP is 
supported by the Medicare Clinical Data 
Abstraction Center (CDAC). 

In the FY 2009 IPPS proposed rule, 
we solicited public comments on the 
analysis plans described above, as well 
as suggestions on other possible 
approaches for performing a 
retrospective analysis to identify the 
amount of case-mix changes that 
occurred in FY 2008 and FY 2009 that 
did not reflect real increases in patient 
severity of illness. 

A few commenters, including 
MedPAC, expressed support for the 
analytic approach described in the FY 
2009 IPPS proposed rule. A number of 
other commenters expressed concerns 
about certain aspects of the approach 
and/or suggested alternate analyses or 
study designs. In addition, one 
commenter recommended that any 
determination or retrospective 
evaluation by the actuaries of the impact 
of the MS–DRGs on case-mix be open to 
public scrutiny prior to the 
implementation of the payment 
adjustments beginning in FY 2010. 

We took these comments into 
consideration as we developed our 
proposed analysis plan and in the FY 
2010 IPPS/RY 2010 LTCH PPS proposed 
rule (74 FR 24092 through 24101) 
solicited public comment on our 
methodology and analysis. For the FY 
2010 IPPS/RY 2010 LTCH PPS proposed 
rule, we performed a retrospective 
evaluation of the FY 2008 data for 
claims paid through December 2008. 
Based on this evaluation, our actuaries 
determined that implementation of the 
MS–DRG system resulted in a 2.5 
percent change due to documentation 
and coding that did not reflect real 
changes in case-mix for discharges 
occurring during FY 2008. 

In the analysis of data for that 
proposed rule, we found that the 
within-base DRG increases were almost 
entirely responsible for the case-mix 

change, supporting our conclusion that 
the 2.5 percent estimate was an accurate 
reflection of the FY 2008 effect of 
changes in documentation and coding 
under the MS–DRG system. In fact, 
almost every base DRG that was split 
into different severity levels under the 
MS–DRG system experienced increases 
in the within-base DRGs. We then 
further analyzed the changes in the 
within-base DRGs to determine which 
MS–DRGs had the highest contributions 
to this increase. The results of the 
analysis for the proposed rule provided 
additional support for our conclusion 
that the proposed 2.5 percent estimate 
accurately reflected the FY 2008 
increases in documentation and coding 
under the MS–DRG system. While we 
attempted to use the CDAC data to 
distinguish real increase in case-mix 
growth from documentation and coding 
in the overall case-mix number, we 
found aberrant data and significant 
variation across the FY 1999 through FY 
2007 analysis period. It was not possible 
to distinguish changes in 
documentation and coding from 
changes in real case-mix in the CDAC 
data. Therefore, we concluded that the 
CDAC data would not support analysis 
of real case-mix growth that could be 
used in our retrospective evaluation of 
the FY 2008 claims data. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43768 through 
43772), we responded to comments on 
our methodology for the retrospective 
evaluation of FY 2008 claims data. 
Commenters raised concerns that our 
estimate in the proposed rule did not 
fully consider other potential causes of 
increased case-mix, such as patients 
requiring less complex services 
receiving care in other settings and 
healthier patients enrolling in Medicare 
Advantage plans in increasing numbers. 
Other commenters indicated that factors 
such as the changes in the CC/MCC 
definitions, limitations on the number 
of codes used by CMS for payment and 
ratesetting, resequencing of secondary 
diagnoses, the transition to the cost- 
based weights, less use of not otherwise 
specified codes, and increases in real 
case-mix due to health care reform 
efforts also resulted in an inaccurate 
documentation and coding analysis. 
One commenter indicated that, of the 
overall case-mix increase, 1.0 percent to 
1.5 percent is real case-mix increase, 
while 1.0 percent to 1.5 percent is due 
to documentation and coding or other 
increases. 

In considering these comments 
concerning historical real case-mix, in 
the FY 2010 final rule, we calculated 
overall increases in case-mix for the 
period from FY 2000 to FY 2007 using 
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the cases from each year and the 
GROUPER and the relative weights 
applicable for each year. The results 
ranged from ¥0.7 to +1.4 percent. 

Overall case-mix growth is 
predominately comprised of three 
factors: real case-mix growth; a 
documentation and coding effect; and a 
measurement effect. Under the 
reasonable assumption that there has 
been a relatively small measurement 
effect in those years, the assertion that 
there is a historical pattern of steady 
annual increases of 1.2 to 1.3 percent in 
real case-mix implies that the 
documentation and coding effect in 
many of the years in the FY 2000 to FY 
2007 time period was negative. For 
example, as discussed in that rule (74 
FR 43769), we estimated a recent 
measurement effect of +0.3 percent. 
There was an overall case-mix growth of 
¥0.2 percent in FY 2007. The overall 
case-mix growth of ¥0.2 percent net of 
a measurement effect of +0.3 percent 
results in growth of +0.1 percent. Had 
real case-mix growth been +1.2 percent 
in FY 2007, therefore, it would imply a 
negative documentation and coding 
effect of approximately ¥1.1 percent. It 
is not obvious why documentation and 
coding would have had such a large 
negative effect in FY 2007, or in any 
other year where the overall case-mix 
change is significantly less than the 
average annual trend claimed by the 
commenters, calling into question the 
assertion that real case-mix growth is a 
steady 1.2 to 1.3 percent per year. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43770 through 
43771), we indicated that our estimate 
of the overall case-mix growth for FY 
2008 based on more recent data than the 
data used in the FY 2010 proposed rule 

was 2.0 percent, still less than our 
actuaries’ estimate of a 2.5 percent 
documentation and coding increase. 
With respect to the concerns raised by 
commenters about our finding of 
negative real case-mix growth in FY 
2008, a finding of negative real case-mix 
growth is consistent with the fact that, 
in some years, overall case-mix growth 
has been negative. 

5. Retrospective Analysis of FY 2009 
Claims Data 

We performed the same analysis for 
FY 2009 claims data using the same 
methodology as we did for FY 2008 
claims in the FY 2010 final rule. We 
note that in the FY 2011 IPPS/LTCH 
PPS proposed rule, we performed this 
analysis using FY 2009 claims paid 
through December 2009. In this FY 2011 
IPPS/LTCH PPS final rule, we have 
updated the analysis with FY 2009 
claims paid through March 2010, as we 
discussed in the proposed rule. We note 
that, for non-Puerto Rico IPPS hospitals, 
the estimates are unchanged from those 
in the proposed rule. 

We first divided the case-mix index 
(CMI) obtained by grouping the FY 2009 
claims data through the FY 2009 
GROUPER (Version 26.0) by the CMI 
obtained by grouping these same FY 
2009 claims through the FY 2007 
GROUPER (Version 24.0). This resulted 
in a value of 1.056. Because these cases 
are the same FY 2009 cases grouped 
using Versions 24.0 and 26.0 of the 
GROUPER, we attribute this increase 
primarily to two factors: (1) The effect 
of changes in documentation and coding 
under the MS–DRG system; and (2) the 
measurement effect from the calibration 
of the GROUPER. We estimated the 
measurement effect from the calibration 

of the GROUPER by dividing the CMI 
obtained by grouping cases in the FY 
2007 claims data through the FY 2009 
GROUPER by the CMI obtained by 
grouping cases in these same claims 
through the FY 2007 GROUPER. This 
resulted in a value of 1.0019. In order 
to isolate the documentation and coding 
effect, we then divided the combined 
effect of the changes in documentation 
and coding and measurement (1.056) by 
the measurement effect (1.0019) to yield 
1.054. Therefore, our estimate of the 
documentation and coding increase that 
did not reflect real changes in case-mix 
for discharges was 5.4 percent. 

In parallel to our analysis in the 
proposed rule, we then sought to 
corroborate this 5.4 percent estimate by 
examining the increases in the within- 
base DRGs as compared to the increases 
in the across base DRGs as described 
earlier in our analysis plan. In other 
words, we looked for improvements in 
code selection that would lead to a 
secondary diagnosis increasing the 
severity level to either a CC or an MCC 
level. We found that the within-base 
DRG increases were almost entirely 
responsible for the case mix change, 
supporting our conclusion that the 5.4 
percent estimate was an accurate 
reflection of the FY 2009 effect of 
changes in documentation and coding 
under the MS–DRG system. We then 
further analyzed the changes in the 
within-base DRGs to determine which 
MS–DRGs had the highest contributions 
to this increase. The results of the 
analysis for the proposed rule provided 
additional support for our conclusion 
that the proposed 5.4 percent estimate 
accurately reflected the FY 2009 
increases in documentation and coding 
under the MS–DRG system. 
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As reflected in the above chart, for 
short-term acute care hospitals, SCHs, 
and MDHs, there is approximately an 8 
percentage point increase in the 
discharge severity with MCCs from 20 
percent to 28 percent, and a 
corresponding decrease of 
approximately 8 percentage points in 
discharge severity without CC/MCC 
from 57 percent to 49 percent. 

Consistent with the expectations of 
our medical coding experts concerning 
areas with potential for documentation 
and coding improvements, the top 
contributors were heart failure, chronic 
obstructive pulmonary disease, and 
simple pneumonia and pleurisy. Heart 
failure is a very common secondary 
diagnosis among Medicare hospital 
admissions. The heart failure codes are 
assigned to all three severity levels. 
Some codes are classified as non-CCs, 
while other codes are on the CC and 
MCC lists. By changing physician 
documentation to more precisely 
identify the type of heart failure, 
hospitals are able to appropriately 
change the severity level of cases from 
the lowest level (non-CC) to a higher 
severity level (CC or MCC) through 
coding. This point was stressed 
repeatedly at the March 11–12, 2009 
ICD–9–CM Coordination and 
Maintenance Committee meeting as 
coders discussed their work with 
physicians on this coding issue. Many 
of the participants indicated that 
additional work was still needed with 
their physicians in order to document 
conditions in the medical record more 
precisely. 

The results of this analysis provided 
additional support for our conclusion 
that the proposed 5.4 percent estimate 
accurately reflected the FY 2009 
increases in documentation and coding 
under the MS–DRG system. 

As in prior years, the FY 2008 and FY 
2009 MedPAR files are available to the 
public to allow independent analysis of 
the FY 2008 and FY 2009 
documentation and coding effect. 
Interested individuals may still order 
these files through the Web site at: 
http://www.cms.hhs.gov/Limited
DataSets/ by clicking on MedPAR 
Limited Data Set (LDS)-Hospital 
(National). This Web page describes the 
file and provides directions and further 
detailed instructions for how to order. 

Persons placing an order must send 
the following: a Letter of Request, the 
LDS Data Use Agreement and Research 
Protocol (refer to the Web site for further 
instructions), the LDS Form, and a 
check for $3,655 to: 

Mailing address if using the U.S. 
Postal Service: Centers for Medicare & 
Medicaid Services, RDDC Account, 
Accounting Division, P.O. Box 7520, 
Baltimore, MD 21207–0520. 

Mailing address if using express mail: 
Centers for Medicare & Medicaid 
Services, OFM/Division of 
Accounting—RDDC, 7500 Security 
Boulevard, C3–07–11, Baltimore. MD 
21244–1850. 

6. Prospective Adjustment for FY 2010 
and Subsequent Years Authorized by 
Section 7(b)(1)(A) of Public Law 110–90 
and Section 1886(d)(3)(vi) of the Act 

Based on our evaluation of FY 2008 
Medicare claims data that were most 
current at the time of the FY 2010 IPPS/ 
RY 2010 LTCH PPS proposed rule, the 
estimated 2.5 percent change in FY 2008 
case-mix due to changes in 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 
exceeded the ¥0.6 percent prospective 
documentation and coding adjustment 
applied under section 7(a) of Public Law 
110–90 by 1.9 percentage points. Under 
section 7(b)(1)(A) of Public Law 110–90, 
the Secretary is required to make an 
appropriate adjustment under section 
1886(d)(3)(A)(vi) of the Act to the 
average standardized amounts for 
subsequent fiscal years in order to 
eliminate the full effect of the 
documentation and coding changes on 
future payments. As we have 
consistently stated since the initial 
implementation of the MS–DRG system, 
we do not believe it is appropriate for 
expenditures to increase due to MS– 
DRG-related changes in documentation 
and coding that do not reflect real 
changes in case-mix. 

We also estimated in the FY 2010 
IPPS/RY 2010 LTCH PPS proposed and 
final rules that the additional change in 
case-mix due to changes in 
documentation and coding that do not 
reflect real changes in case-mix for 
discharges occurring during FY 2009 
was 2.3 percent, which would exceed by 
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1.4 percentage points the ¥0.9 percent 
prospective documentation and coding 
adjustment for FY 2009 applied under 
section 7(a) of Public Law 110–90. We 
had the statutory authority to adjust the 
FY 2010 rates for this estimated 1.4 
percentage point increase. However, 
given that Public Law 110–90 requires 
a retrospective claims evaluation for the 
additional adjustments (as described in 
section II.D.3. of this preamble), we 
stated in the FY 2010 IPPS/RY 2010 
LTCH PPS proposed rule and final rule 
(74 FR 24096 and 43772, respectively) 
that we believed our evaluation of the 
extent of the overall national average 
changes in case-mix for FY 2009 should 
also be based on a retrospective 
evaluation of all FY 2009 claims data. 
Because we did not receive all FY 2009 
claims data prior to publication of the 
FY 2010 final rule, we indicated we 
would address any difference between 
the additional increase in FY 2009 case- 
mix due to changes in documentation 
and coding that did not reflect real 
changes in case-mix for discharges 
occurring during FY 2009 and the ¥0.9 
percent prospective documentation and 
coding adjustment applied under 
section 7(a) of Public Law 110–90 in the 
FY 2011 rulemaking cycle. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24096), we 
solicited public comment on the 
proposed ¥1.9 percent prospective 
adjustment to the standardized amounts 
under section 1886(d) of the Act to 
address the effects of documentation 
and coding changes unrelated to 
changes in real case-mix in FY 2008. In 
addition, we solicited public comments 
on addressing in the FY 2011 
rulemaking cycle any differences 
between the increase in FY 2009 case- 
mix due to changes in documentation 
and coding changes that do not reflect 
real changes in case-mix for discharges 
occurring during FY 2009 and the ¥0.9 
percent prospective documentation and 
coding adjustment applied under 
section 7(a) of Public Law 110–90. In 
response to the proposed rule, MedPAC 
summarized its comments on when 
CMS should reduce payment rates to 
prevent further overpayments and to 
recover overpayments occurring in 2008 
and 2009 as follows: ‘‘We support CMS’s 
proposal to reduce IPPS payments in 
2010 by 1.9 percent to prevent further 
overpayments. While we and the CMS 
actuaries believe that a 1.9 percent 
reduction will not fully prevent 
overpayments from continuing in 2010, 
this is a reasonable first step toward 
reducing overpayments.’’ Most of the 
other commenters opposed the 
proposed ¥1.9 percent prospective FY 

2010 adjustment for FY 2008 
documentation and coding increases, 
but supported the proposal not to apply 
a FY 2010 prospective adjustment for 
estimated FY 2009 documentation and 
coding increases. Many commenters 
expressed concern over the financial 
impact of the proposed ¥1.9 percent 
adjustment and the methodology for 
calculating the adjustment. Other 
commenters recommended that CMS 
seek to extend the timeframe beyond 2 
years to phase in the then-estimated 
¥6.6 percent adjustment to the 
standardized amount. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule in response to these 
commenters, we indicated that we fully 
understood that our proposed 
adjustment of ¥1.9 percent would 
reduce the increase in payments that 
affected hospitals would have received 
in FY 2009 in the absence of the 
adjustment. We explained that, although 
we are required to make a prospective 
adjustment to eliminate the full effect of 
coding or classification changes that did 
not reflect real changes in case-mix for 
discharges occurring during FY 2008, 
we believed we had some discretion 
regarding when to implement this 
adjustment. Section 7(b)(1)(A) of Public 
Law 110–90 requires that if the 
Secretary determines that 
implementation of the MS–DRG system 
resulted in changes in documentation 
and coding that did not reflect real 
changes in case-mix for discharges 
occurring during FY 2008 or FY 2009 
that are different than the prospective 
documentation and coding adjustments 
applied under section 7(a) of Public Law 
110–90, the Secretary shall make an 
‘‘appropriate’’ adjustment under section 
1886(d)(3)(A)(vi) of the Act. 

Therefore, we determined that it 
would be appropriate to postpone 
adopting documentation and coding 
adjustments as authorized under section 
7(a) of Public Law 110–90 and section 
1886(d)(3)(A)(vi) of the Act until a full 
analysis of case-mix changes could be 
completed. We indicated that, while we 
had the statutory authority to make this 
¥1.9 percent prospective adjustment 
entirely in FY 2010, we believed it 
would be prudent to wait until we had 
completed data on the magnitude of the 
documentation and coding effect in FY 
2009. Specifically, we stated that if the 
documentation and coding effect were 
to be less in FY 2009 than our estimates 
at that time, it could lessen the 
anticipated adjustment that we had 
estimated we would have had to make 
for FY 2008 and FY 2009 combined. We 
indicated that, in future rulemaking, we 
would consider applying a prospective 
adjustment based upon a complete 

analysis of FY 2008 and FY 2009 claims 
data, beginning in FY 2011. We 
indicated that we intended to address 
any difference between the increase in 
FY 2009 case-mix due to changes in 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2009 
and the ¥0.9 percent prospective 
documentation and coding adjustment 
applied under section 7(a) of Public Law 
110–90 in the FY 2011 rulemaking 
cycle. 

After analysis of the FY 2009 claims 
data for this FY 2011 IPPS/LTCH PPS 
final rule, we have found a total 
prospective documentation and coding 
effect of 1.054. After accounting for the 
¥0.6 percent and the ¥0.9 percent 
documentation and coding adjustments 
in FYs 2008 and 2009, we find a 
remaining documentation and coding 
effect of 3.9 percent. As we have 
discussed, an additional cumulative 
adjustment of ¥3.9 percent would be 
necessary to meet the requirements of 
section 7(b)(1)(A) of Public Law 110–90 
to make an adjustment to the average 
standardized amounts in order to 
eliminate the full effect of the 
documentation and coding changes on 
future payments. Unlike section 
7(b)(1)(B) of Public Law 110–90, section 
7(b)(1)(A) does not specify when we 
must apply the prospective adjustment, 
but merely requires us to make an 
‘‘appropriate’’ adjustment. Therefore, we 
believe we have some discretion as to 
the manner in which we apply the 
prospective adjustment of ¥3.9 percent. 
Applying the full prospective 
adjustment of ¥3.9 percent for FY 2011, 
in combination with the proposed 
recoupment adjustment of ¥2.9 
percent, discussed below, would require 
an aggregate adjustment of ¥6.8 
percent. As we discuss more fully 
below, it has been our practice to 
moderate payment adjustments when 
necessary to mitigate the effects of 
significant downward adjustments on 
hospitals, to avoid what could be 
widespread, disruptive effects of such 
adjustments on hospitals. As we also 
discuss below, we are required to 
implement the adjustment in section 
7(b)(1)(B) of Public Law 110–90 no later 
than FY 2012, and accordingly, in the 
FY 2011 proposed rule, we proposed an 
adjustment under that section for FY 
2011 (75 FR 23870–23871). Therefore, 
we believe it is appropriate to not 
implement any or all of the ¥3.9 
percent prospective adjustment in FY 
2011. Accordingly, we did not propose 
a prospective adjustment under section 
7(b)(1)(A) of Public Law 110–90 for FY 
2011 (75 FR 23868–23870). We note 
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that, as a result, payments in FY 2011 
(and in each future year until we 
implement the requisite adjustment) 
will be 3.9 percent higher than they 
would have been if we had 
implemented an adjustment under 
section 7(b)(1)(A) of Public Law 110–90. 
Our actuaries estimate that this 3.9 
percentage point increase will result in 
an aggregate payment of approximately 
$4 billion. We also note that payments 
in FY 2010 are expected to be 3.9 
percent higher than they would have 
been if we had implemented an 
adjustment under section 7(b)(1)(A) of 
Public Law 110–90, which our actuaries 
estimate will increase aggregate 
payments by approximately $4 billion 
in FY 2010. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we sought public 
comment on our proposal not to apply 
in FY 2011 the ¥3.9 percent 
prospective adjustment to the average 
standardized amounts required under 
section 7(b)(1)(A) of Public Law 110–90 
in order to eliminate the full effect of 
the documentation and coding changes 
on future payments. We note that this 
proposal would require us to apply the 
¥3.9 percent adjustment in future 
payment years, which may be applied 
all at once in a single year or phased in 
over more than one year. As noted 
earlier, we have updated our analysis 
with FY 2009 data on claims paid 
through March 2010 for this FY 2011 
IPPS/LTCH PPS final rule. 

MedPAC addressed the issue of 
providing for the required ¥3.9 percent 
prospective adjustment to the average 
standardized amounts required under 
section 7(b)(1)(A) of Public Law 110–90. 
We discuss its recommendation in the 
context of our proposal for a 
recoupment adjustment below. 

7. Recoupment or Repayment 
Adjustment for FY 2010 Authorized by 
Section 7(b)(1)(B) of Public Law 110–90 

As indicated in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43773), we estimated a 2.5 percent 
change (estimated from analysis of more 
recent data for the FY 2010 final rule 
than the data used for that proposed 
rule) due to documentation and coding 
that did not reflect real changes in case- 
mix for discharges occurring during FY 
2008, exceeding the ¥0.6 percent 
prospective documentation and coding 
adjustment applied under section 7(a) of 
Public Law 110–90 by 1.9 percentage 
points. We stated that our actuaries had 
estimated that this 1.9 percentage point 
increase resulted in an increase in 
aggregate payments of approximately 
$2.2 billion. As described earlier, 
section 7(b)(1)(B) of Public Law 110–90 

requires an adjustment for discharges 
occurring in FYs 2010, 2011, and/or 
2012 to offset the estimated amount of 
this increase in aggregate payments 
(including interest). Although section 
7(b)(1)(B) of Public Law 110–90 requires 
us to make this adjustment in FYs 2010, 
2011, and/or 2012, we have discretion 
as to when during this 3-year period we 
will apply the adjustment. 

We did not propose to make an 
adjustment to the FY 2010 average 
standardized amounts to offset, in 
whole or in part, the estimated increase 
in aggregate payments for discharges 
occurring in FY 2008, but stated in the 
proposed rule that we intended to 
address this issue in future rulemaking. 
That is, we stated that we would 
address recouping the additional 
expenditures that occurred in FY 2008 
as a result of the 1.9 percentage point 
difference between the actual changes in 
documentation and coding that do not 
reflect real changes in case-mix (2.5 
percent), and the ¥0.6 percent 
adjustment applied under Public Law 
110–90 in FY 2011 and/or FY 2012, as 
required by law. We indicated that, 
while we had the statutory authority to 
make this ¥1.9 percent recoupment 
adjustment entirely in FY 2010, we were 
delaying the adjustment until FY 2011 
and FY 2012 because we did not yet 
have any data on the magnitude of the 
documentation and coding effect in FY 
2009. We stated that as we have the 
authority to recoup the aggregate effect 
of this 1.9 percentage point difference in 
FY 2008 IPPS payments in FY 2011 or 
FY 2012 (with interest), delaying this 
adjustment would have no effect on 
Federal budget outlays. We indicated 
that we intended to wait until we have 
a complete year of data on the FY 2009 
documentation and coding effect before 
applying a recoupment adjustment for 
IPPS spending that occurred in FY 2008 
or we estimate will occur in FY 2009. 

As discussed above, section 7(b)(1)(B) 
of Public Law 110–90 requires the 
Secretary to make an adjustment to the 
standardized amounts under section 
1886(d) of the Act to offset the estimated 
increase or decrease in aggregate 
payments for FY 2009 (including 
interest) resulting from the difference 
between the estimated actual 
documentation and coding effect and 
the documentation and coding 
adjustments applied under section 7(a) 
of Public Law 110–90. This 
determination must be based on a 
retrospective evaluation of claims data. 
In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43774), we stated that 
because we would not receive all FY 
2009 claims data prior to publication of 
the final rule, we would address any 

increase or decrease in FY 2009 
payments in future rulemaking for FY 
2011 and 2012 after we perform a 
retrospective evaluation of the FY 2009 
claims data. At that time, our actuaries 
estimated that this adjustment would be 
approximately ¥3.3 percent. This 
reflected the difference between the 
estimated 4.8 percent cumulative actual 
documentation and coding changes for 
FY 2009 (2.5 percent for FY 2008 and 
an additional 2.3 percent for FY 2009) 
and the cumulative ¥1.5 percent 
documentation and coding adjustments 
applied under section 7(a) of Public Law 
110–90 (¥0.6 percent in FY 2008 and 
¥0.9 percent in FY 2009). We noted 
that the actual adjustments were 
multiplicative and not additive. This 
estimated 4.8 percent cumulative actual 
documentation and coding changes for 
FY 2009 included the impact of the 
changes in documentation and coding 
first occurring in FY 2008 because we 
believed hospitals would continue these 
changes in documentation and coding 
in subsequent fiscal years. 
Consequently, we believed that these 
documentation and coding changes 
would continue to impact payments 
under the IPPS absent a prospective 
adjustment to account for the effect of 
these changes. 

We note that, unlike the adjustment to 
the standardized amounts under section 
7(b)(1)(A) of Public Law 110–90 
described earlier, any adjustment to the 
standardized amounts under section 
7(b)(1)(B) of Public Law 110–90 would 
not be cumulative, but would be 
removed for subsequent fiscal years 
once we have offset the increase in 
aggregate payments for discharges for 
FY 2008 expenditures and FY 2009 
expenditures, if any. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24096), we 
did not propose to offset the 1.9 percent 
increase in aggregate payments 
(including interest) for discharges 
occurring in FY 2008 resulting from the 
adoption of the MS–DRGs, but to 
instead address this issue in future 
rulemaking for FYs 2011 and 2012. 

In response to the FY 2010 proposed 
rule, MedPAC stated in its comments on 
the adjustment to the standardized 
amounts under section 7(b)(1)(B) of 
Public Law 110–90: ‘‘In addition, it 
would be desirable for CMS to minimize 
year-to-year changes in payment 
adjustments it must make to recover 
overpayments that were made in 2008 
and 2009. To achieve this goal, CMS 
should consider spreading the recovery 
of 2008 overpayments over 3 years, 
beginning in 2010.’’ Some commenters 
recommended that CMS seek to extend 
the timeframe beyond 2 years to phase 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00022 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50063 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

in the estimated ¥6.6 percent 
adjustment to the standardized amount. 
The commenters asked CMS to seek 
necessary legislative action to 
accommodate such a policy. Most 
commenters expressed concern with the 
significant negative financial impacts 
that would be incurred by providers if 
CMS adopted that proposed ¥1.9 
percent documentation and coding 
adjustment in FY 2010. The commenters 
cited providers’ already small or 
negative margins for Medicare 
payments, and requested that CMS not 
further reduce payments during the 
current period of economic instability 
and reduced State funding. Other 
commenters indicated that it would be 
appropriate to delay any adjustment to 
the standardized amounts under section 
7(b)(1)(B) of Public Law 110–90 until 
after CMS has the opportunity to fully 
examine the FY 2009 claims data. 

In response to these comments in FY 
2010, we indicated that we recognized 
that any adjustment to account for the 
documentation and coding effect 
observed in the FY 2008 and FY 2009 
claims data may result in significant 
future payment reductions for 
providers. However, we indicated that 
we are required under section 7(b)(1)(B) 
of Public Law 110–90 to recapture the 
difference of actual documentation and 
coding effect in FY 2008 and FY 2009 
that is greater than the prior 
adjustments. We agreed with the 
commenters who requested that CMS 
delay any adjustment and, for the 
reasons stated above, indicated that we 
expect to address this issue in this FY 
2011 rulemaking. 

As indicated in section II.D.4. of this 
preamble, the change due to 
documentation and coding that did not 
reflect real changes in case mix for 
discharges occurring during FY 2008 
and FY 2009 exceeded the ¥0.6 and 
¥0.9 percent prospective 
documentation and coding adjustment 
applied under section 7(a) of Public Law 
110–90 for those 2 years respectively by 
1.9 percentage points in FY 2008 and 
3.9 percentage points in FY 2009. In 
total, this change exceeded the 
cumulative prospective adjustments by 
5.8 percentage points. Our actuaries 
currently estimate that this 5.8 
percentage point increase resulted in an 
increase in aggregate payments of 
approximately $6.9 billion. We note that 
there may be a need to actuarially adjust 
the recoupment adjustment to 
accurately reflect accumulated interest. 
Therefore, an aggregate adjustment of 
¥5.8 percent in FYs 2011 and 2012, 
subject to actuarial adjustment to reflect 
accumulated interest, is necessary in 
order to meet the requirements of 

section 7(b)(1)(B) of Public Law 110–90 
to adjust the standardized amounts for 
discharges occurring in FYs 2010, 2011, 
and/or 2012 to offset the estimated 
amount of the increase in aggregate 
payments (including interest) in FYs 
2008 and 2009. In the FY 2011 proposed 
rule (75 FR 23871), we stated that we 
intend to take into account the need to 
reflect accumulated interest in 
proposing a recoupment adjustment 
under section 7(b)(1)(B) of Public Law 
110–90 for FY 2012. We indicated that 
we will invite public comments on our 
proposal at that time. 

It is often our practice to phase in rate 
adjustments over more than one year in 
order to moderate the effect on rates in 
any one year. Therefore, consistent with 
the policies we have adopted in many 
similar cases, in the FY 2011 proposed 
rule, we proposed to make an 
adjustment to the standardized amount 
of ¥2.9 percent, representing 
approximately half of the aggregate 
adjustment required under section 
7(b)(1)(B) of Public Law 110–90, for FY 
2011. An adjustment of this magnitude 
allows us to moderate the effects on 
hospitals in one year while 
simultaneously making it possible to 
implement the entire adjustment within 
the timeframe required under section 
7(b)(1)(B) of Public Law 110–90. As we 
have previously noted, unlike the 
prospective adjustment to the 
standardized amounts under section 
7(b)(1)(A) of Public Law 110–90 
described earlier, the recoupment or 
repayment adjustment to the 
standardized amounts under section 
7(b)(1)(B) of Public Law 110–90 is not 
cumulative, but would be removed for 
subsequent fiscal years once we have 
offset the increase in aggregate 
payments for discharges for FY 2008 
expenditures and FY 2009 expenditures. 
In keeping with our practice of 
moderating payment adjustments when 
necessary, we stated that we anticipated 
that the proposal will have an 
additional, and significant, moderating 
effect on implementing the 
requirements of section 7(b)(1)(B) of 
Public Law 110–90 for FY 2012. 
Specifically, we noted an advantage of 
the proposal for FY 2011 is that we 
anticipate removing the proposed FY 
2011 ¥2.9 percent adjustment from the 
rates in FY 2012, when it would also be 
necessary under current law to apply 
the remaining approximately ¥2.9 
percent adjustment required by section 
7(b)(1)(B) of Public Law 110–90. These 
two steps in FY 2012, restoring the FY 
2011 ¥2.9 percent adjustment, and 
applying the remaining adjustment of 
approximately ¥2.9 percent, would 

effectively cancel each other out. The 
result would be an aggregate adjustment 
of approximately 0.0 percent (subject to 
the need to account for accumulated 
interest, as discussed above) under 
section 7(b)(1)(B) of Public Law 110–90 
in FY 2012. However, while we noted 
this anticipated effect of the FY 2011 
proposal, we did not make a formal 
proposal for the further implementation 
of section 7(b)(1)(B) of Public Law 110– 
90 in FY 2012 in the FY 2011 proposed 
rule. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we sought public 
comment on our proposal to offset part 
of the total 5.8 percent increase in 
aggregate payments (including interest) 
for discharges occurring in FY 2008 and 
FY 2009 resulting from the adoption of 
the MS–DRGs in FY 2011, noting that 
this proposal would result in a ¥2.9 
percent adjustment to the standardized 
amount. We noted that we intended to 
update our analysis with FY 2009 data 
on claims paid through March 2009 (sic) 
for this FY 2011 IPPS/LTCH PPS final 
rule. (We note that the March 2009 
update date for claims data in the 
proposed rule should have been March 
2010.) As intended, we have updated 
our analysis with FY 2009 data on 
claims paid through March 2010 in this 
FY 2011 IPPS/LTCH PPS final rule. 

We received numerous comments on 
our proposal, especially from national 
and regional hospital associations, 
hospital systems, and individual 
hospitals. MedPAC also commented on 
our proposal. 

Comment: One commenter requested 
that CMS refrain from using ‘‘negative 
terminology’’ to refer the documentation 
and coding improvement practices that, 
in response to the introduction of MS– 
DRGs, resulted in overall case-mix 
increase. While CMS frequently refers to 
implementing negative payment 
adjustments to account for this case-mix 
increase, the commenter requested that 
CMS we refer to any such adjustment as 
a ‘‘budget-neutrality adjustment.’’ The 
commenter contended that referring to 
‘‘overpayments’’ and ‘‘negative payment 
adjustments’’ inaccurately portrays 
coding professionals in a poor manner, 
and is counterproductive to CMS’ goal 
of improving the quality and 
consistency of health care data. 

Response: When describing the MS– 
DRG documentation and coding 
adjustment, we have not intended to 
suggest that these adjustments are 
necessary because coders have acted 
inappropriately, unethically, or 
otherwise in bad faith by employing 
documentation and coding 
improvement practices associated with 
the adoption of the MS–DRG system. 
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Under the previous DRG definitions, it 
was possible for high-severity cases not 
to be paid more than cases with lower 
severity. The MS–DRGs were 
introduced as part of the effort to ensure 
that the relative Medicare payment rates 
that hospitals received more reasonably 
matched the resources that hospitals 
expended in furnishing care, and CMS 
encouraged hospitals to code as 
accurately as possible with that goal in 
mind. 

However, it is our finding that the 
systematic effect of changing 
documentation and coding in order to 
receive the fullest payment for 
providing care to beneficiaries under the 
MS–DRGs has led to an increase in 
aggregate payments that do not reflect 
real changes in case-mix severity, and 
the statute specifically requires that we 
adjust for and recover these associated 
overpayments due to such 
documentation and coding 
improvements. We believe our use of 
certain terminology (to which the 
commenter took exception) is the most 
accurate description of the specific 
statutorily required activities that CMS 
must pursue. 

Comment: Numerous commenters 
detailed the potentially severe negative 
fiscal impact that would be experienced 
by providers if the proposed 
documentation and coding 
improvement adjustment were to be 
implemented. Many commenters 
contended that their individual hospital 
documentation and coding practices 
were not specifically changed or did not 
change at the levels shown by our 
analysis with the introduction of MS– 
DRGs, and that they would be unfairly 
penalized by the payment adjustment. 
Some of these commenters provided 
examples that they believed supported 
their claims. Another commenter 
requested that CMS implement a more 
refined payment adjustment 
methodology that would not penalize 
hospitals with compliant and ethical 
documentation and coding standards. 

Response: We understand the 
concerns about possible financial 
disruption that may be caused by the 
proposed documentation and coding 
improvement payment adjustment. 
However, we are required by section 
7(b)(1)(B) of Public Law 110–90 to 
implement the appropriate recoupment 
or repayment adjustment based on our 
analysis no later FY 2012. These 
payment adjustments are necessary to 
correct past overpayments due to 
increases in aggregate payments that do 
not reflect real changes in case-mix 
severity, but instead are caused solely 
by documentation and coding 
improvements. We proposed a phase-in 

implementation of the required 
adjustments to allow hospitals time to 
adjust to future payment differences and 
to moderate the effect of this adjustment 
in any given year. We do not believe 
that it would prudent to postpone 
making any recoupment adjustment 
beyond FY 2011. A postponement 
would require us to make the entire 
¥5.8 percent adjustment that is 
warranted by our analysis in just one 
year (FY 2012) in order to meet the 
statutory requirement of section 
7(b)(1)(B) of Public Law 110–90. Such a 
delay in making the required adjustment 
would not be to the financial benefit of 
hospitals. 

Under Medicare’s prospective 
payment systems, it is neither feasible 
nor possible to quantify any amount of 
case-mix increase due to documentation 
and coding improvements by a specific 
hospital. Therefore, it is necessary for 
CMS to propose a national adjustment 
to meet the statutory requirement of 
section 7(b)(1)(B) of Public Law 110–90 
to calculate and recover any 
overpayments caused by documentation 
and coding improvements due to the 
introduction of the MS–DRG system. 

Comment: In its public comment, 
MedPAC describes the history and 
nature of the documentation and coding 
adjustment. MedPAC stated that ‘‘CMS 
adopted the MS–DRGs to improve the 
distribution of payments.’’ Specifically, 
it discussed how, under the DRG 
definitions used previously, high- 
severity cases may have been paid 
similarly to cases with low or moderate 
severity. MedPAC emphasized that ‘‘the 
shift to MS–DRGs was taken to improve 
the distribution of payments, not change 
the aggregate level of payments.’’ 
Further, MedPAC described the 
financial incentive for hospitals to 
improve documentation and coding 
under the MS–DRG system, and also the 
statutory requirement for CMS to ensure 
that changes in the DRGs and relative 
weights do not increase or decrease 
aggregate IPPS payments absent those 
changes, noting that Public Law 110–90 
provided for specific requirements 
related to payments for FYs 2008 and 
2009. MedPAC pointed out that, as a 
result of these combined legal 
requirements, our proposals ‘‘do not 
represent payment cuts, but rather offset 
unintended overpayments to hospitals.’’ 

MedPAC performed an independent 
analysis of claims data to determine the 
effect of documentation and coding in 
FYs 2008 and 2009. MedPAC stated, 
‘‘[i]n our judgment, CMS’s analytic 
methods are valid. Using similar 
methods, our analysis of Medicare 
hospital inpatient claims for 2007–2009 
confirms all of CMS’s findings.’’ (We 

note that, in line with our evaluation of 
claims data in for this final rule, 
MedPAC’s retrospective evaluation of 
the same claims data yielded nearly 
identical results.) 

MedPAC’s analysis demonstrated that 
the cumulative effect of documentation 
and coding in FY 2009 was 5.4 percent 
and the cumulative overpayment in FY 
2009 was 5.8 percent. Furthermore, 
because CMS has already implemented 
adjustments of ¥0.6 percent and ¥0.9 
percent in FYs 2008 and 2009 
respectively, MedPAC concurred that 
the necessary adjustment under section 
7(b)(1)(B) of Public Law 110–90 requires 
CMS to prospectively reduce payment 
rates by ¥3.9 percent to prevent further 
increases in aggregate spending due to 
the change to MS–DRGs. (As we discuss 
elsewhere in this section, unlike the 
recoupment adjustment, the statute does 
not prescribe a specific timeframe 
within which we must implement the 
prospective adjustment.) In fact, 
MedPAC concluded, ‘‘CMS correctly 
estimated the effect of documentation 
and coding on case mix and patients.’’ 

However, while acknowledging the 
concerns we expressed in opting to 
phase in implementing the full 
retrospective adjustment (¥5.8 percent) 
together with the prospective 
adjustment (¥3.9 percent), noting that 
this combined adjustment of ¥9.7 
percent ‘‘may be financially disruptive’’), 
MedPAC expressed concerns that our 
proposal to adjust rates by ¥2.9 
percent, which is half of the 
retrospective adjustment needed to 
address the cumulative overpayment in 
FY 2011, is insufficient to fully offset 
unintended overpayments to hospitals. 
Furthermore, MedPAC stated that such 
a delay in implementing offsets for the 
operating and capital IPPS will cause a 
progressive accumulation in 
overpayments, which cannot be 
recovered based upon current statutory 
authority. MedPAC stated plainly that 
‘‘CMS will not achieve budget neutrality 
unless Congress directs it to recover all 
overpayments.’’ 

As such, MedPAC recommended, for 
both the operating and capital IPPS, that 
‘‘overpayments should be stopped [and] 
all overpayment should be recovered.’’ 
In making that recommendation, 
MedPAC directed CMS to its March 
2010 Report to Congress where it 
recommended that Congress change the 
law to require CMS to recover all 
overpayments with interest. It noted 
that this would shift our focus to the 
prevention of future overpayments in 
the operating and capital IPPS. MedPAC 
further noted that such a shift might be 
implemented as prospective 
adjustments and would results in slower 
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accumulation of future overpayments. 
Specifically, it summarized its 
recommendations for both the operating 
and capital IPPS as: 

• MedPAC’s approach would reduce 
payments in increments of no more than 
2 percent for 3 years. 

• Hospitals would continue to receive 
their scheduled updates, which would 
offset much of their reduction. 

• After 3 years, hospitals would 
receive their scheduled updates without 
any additional offsets. 

• After roughly 6 years, overpayments 
would be fully recovered, and hospitals 
would see an increase in payments of 
roughly 2 percent in addition to their 
scheduled update. 

In the absence of the changes in law 
that would permit such an approach, 
MedPAC provided an alternative 
multiyear approach in its public 
comments in response to our request for 
comments on our proposal to offset part 
of the cumulative overpayment in FY 
2011 and our proposal not to apply the 
remaining prospective adjustment in FY 
2011. MedPAC recommended that CMS 
recover the FY 2008 and 2009 
overpayments as quickly as possible to 
mitigate the need for further and more 
drastic payment corrections. In FY 2012, 
MedPAC recommended completing the 
retrospective adjustment, with 
accumulated interest, to fulfill the 
requirements of section 7(b)(1)(B) of 
Public Law 110–90 and then making 
additional prospective adjustments in 
that year of ¥2.0 percent. The nature of 
the retrospective adjustment would 
moderate the impact of the total 
adjustment for FY 2012, and MedPAC 
estimated the net effect to be roughly 2.0 
percent. (As we discuss below, one 
reason for the moderating effect of the 
recoupment adjustment is that it is only 
a 1-year adjustment, rather than a 
permanent and cumulative adjustment. 
As a result, the FY 2011 recoupment 
adjustment would be removed from the 
FY 2012 rate before any new 
adjustments are applied. For example, 
in FY 2012, the ¥2.9 percent 
adjustment from FY 2011 would be 
removed by adding 2.9 percent to the 
FY 2012 rate before making any 
additional adjustments through 
rulemaking.) In FY 2013, MedPAC 
recommended completing the 
prospective adjustment for increases 
that occurred in FYs 2008 and 2009, 
noting that, again, in FY 2013, the 
impact of the prospective adjustment 
would be moderated by the expiration 
of the retrospective adjustment in the 
prior year. 

Response: We appreciate MedPAC’s 
independent validation and support of 
our methodology. We note that MedPAC 

stated that its estimate for the 
cumulative documentation and coding 
effect for FYs 2008 and 2009 net of 
measurement error is 5.4 percent. This 
estimate was derived using the same 
data sources and analogous 
methodologies as the analysis set forth 
by CMS in this FY 2011 IPPS/LTCH– 
PPS final rule and matches the CMS 
estimate in the prior discussion. 

Furthermore, we agree with 
MedPAC’s conclusions on the overall 
financial implications of implementing 
our proposed ¥2.9 percent payment 
rate adjustment. We share MedPAC’s 
concerns about delaying the prevention 
of future overpayments in both the 
capital and operating IPPS, but we 
appreciate its acknowledgment of CMS’ 
discretion regarding the timing of 
implementation of the prospective 
adjustment and of the potential 
financial disruption from 
implementation of the full prospective 
reduction in FY 2011 (¥3.9 percent) in 
addition to the proposed retroactive 
adjustment (¥2.9 percent). We also 
appreciate MedPAC’s concerns for 
prioritizing the recoupment of FYs 
2008–2009 overpayments for the 
operating IPPS because CMS lacks the 
statutory authority to adjust for further 
accumulation of these overpayments 
beyond FY 2012. MedPAC appropriately 
pointed out the moderating effect of the 
multiyear approach to implementing the 
retroactive adjustment to recover 
overpayments in FYs 2008 and 2009. 
The expiration of these adjustments in 
the following year mitigates any 
negative adjustments made in that 
following year. We thank MedPAC for 
its specificity in setting forth an 
approach for completing the 
adjustments prescribed under sections 
7(b) and (c) of Public Law 110–90 and 
will take these recommendations into 
consideration in future rulemaking. 
Finally, we concur with MedPAC’s 
statement that these adjustments 
associated with Public Law 110–90 and 
section 1886(d)(3)(vi) of the Act should 
not be seen as payment cuts, but as 
offsets to unintended overpayments to 
hospitals. 

Comment: Most commenters, 
including the AHA, agreed that there 
were documentation and classification 
increases that were in excess of the 
statutory 0.6 percent and 0.9 percent 
adjustments specified in Public Law 
110–90. However, as in prior 
rulemaking on this issue, most 
commenters again questioned the 
methodology employed by MedPAC and 
our actuaries to determine the 
magnitude of the excess. These 
comments were generally similar to or 

cited the comment from the AHA, 
which stated in summary: 

‘‘The AHA believes there is a 
fundamental flaw in CMS’ methodology 
for determining the effect of 
documentation and coding changes on 
the FY 2008 and FY 2009 CMIs. 
Specifically, in its analysis, CMS states 
that the increase in payments it found 
could not be due to real case-mix 
change because its analysis looks at only 
one year of patient claims. However, we 
assert that the increase cannot be 
deemed documentation and coding 
change either, because, again, the 
analysis looks at only one year of 
patient claims.’’ 

‘‘Our analysis, which used multiple 
years of patient claims, clearly shows 
that a significant portion of the change 
CMS found is actually the continuation 
of historical trends, rather than the 
effect of documentation and coding 
changes due to implementation of MS– 
DRGs. This analysis found a 
documentation and coding effect of 0.9 
percent for FYs 2008 and 2009.’’ 

The AHA also submitted trend 
analyses in support of its contention 
that real case-mix is increasing as 
corroboration of its alternative finding 
of a documentation and coding effect of 
0.9 percent. These materials included a 
trend analysis of the percentage of 
Medicare discharges involving the ICU, 
a trend analysis of data from the 
Medical Expenditure Panel Survey 
(MEPS), and a trend analysis of data 
from the Healthcare Cost and Utilization 
Project (HCUP). 

Some commenters, including the 
AHA, also stated that even without 
taking into account the alternative 
analyses presented by the AHA, the 
CMS methodology overstates the 
documentation and classification 
growth due to an understatement in the 
CMI value obtained when grouping the 
FY 2009 claims data through the FY 
2007 pre MS–DRG GROUPER. This 
assertion was also based on a trend 
analysis. 

Response: As stated earlier, we agree 
with MedPAC’s comment that ‘‘CMS 
correctly estimated the effect of DCI on 
case mix and payments * * * . In our 
judgment, CMS’s analytic methods are 
valid. Using similar methods, our 
analysis of Medicare hospital inpatient 
claims for 2007–2009 confirms all of 
CMS’s findings.’’ 

We also agree with the commenters, 
including the AHA, to the extent that 
they indicated that there were 
documentation and classification 
increases that were in excess of the 
statutory 0.6 percent and 0.9 percent 
adjustments specified in Public Law 
110–90. However, we disagree with the 
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commenters’ assertion that there is a 
fundamental flaw in the analytical 
approach used by our actuaries and 
MedPAC to determine the magnitude of 
the documentation and classification 
increase because our methodology 
primarily utilizes a single year (FY 
2009) of claims data. As stated in prior 
rulemaking, most recently in the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 23867), overall case-mix growth is 
predominately comprised of three 
factors: Real case-mix growth; a 
documentation and classification effect; 
and a measurement effect. Section 
7(b)(1)(B) of Public Law 110–90 requires 
that the Secretary make appropriate 
adjustment following a determination 
that the implementation of the MS–DRG 
system ‘‘resulted in changes in coding 
and classification that did not reflect 
real changes in case mix.’’ Section 7 of 
Public Law 110–90 does not require that 
we use a specific methodology when 
conducting this analysis, and we believe 
that the use of the FY 2009 claims data 
allows us to directly remove real 
changes in case-mix from the 
calculation, consistent with the 
statutory requirement. Differences in 
case-mix calculated using the pre- and 
post-MS–DRG GROUPERs on the FY 
2009 data, as detailed previously in this 
final rule, cannot reflect real case-mix 
change, by definition, because the same 
set of patients and claims is being 
processed under the two GROUPERs. 
The corroborative analyses performed 
by MedPAC and our actuaries more 
directly examine shifts in cases from 
lower severity and cost MS–DRGs to 
higher severity and cost groups within 
the same base DRG than the alternative 
approach submitted by the commenters 
who asserted that real growth in case 
mix follows a historical trend line. The 
alternative approach does not 
disaggregate the overall growth in case 
mix into its three components as does 
the methodology we set forth that 
MedPAC corroborates. As MedPAC 
stated in its comment letter: 

‘‘The share of cases without a CC or 
MCC declined more than 6 percentage 
points in 2008 and an additional 2 
percentage points in 2009, while the 
shares of cases with a MCC increased by 
more than 6 and 3 percentage points, 
respectively * * * When we looked at 
all 259 base DRGs that are split in some 
fashion based on secondary diagnoses, 
we found that all but one had 
essentially the same pattern of shifts in 
2008 and 2009 toward the highest 
severity and cost MS–DRG and away 
from the lowest severity or cost MS– 
DRG. In 68 of these base DRGs, the 
cumulative shift from 2007 to 2009 in 

the share of cases toward the highest- 
weighted MS–DRG was at least 10 
percentage points.’’ 

Nevertheless, despite our position 
that our methodology more directly 
measures the relevant increase, we did 
examine the alternative approach 
favored by commenters for calculating 
the documentation and classification 
increase. As a general statement, the 
approach of examining historical trends 
to estimate what case-mix would have 
been in the absence of the adoption of 
the MS–DRGs should not necessarily 
yield significantly different results from 
the analysis done by our actuaries and 
MedPAC if an appropriate historical 
trend can be determined. We have 
concerns about the determination of an 
appropriate historical trend. 

We believe that the determination of 
an appropriate historical trend is less 
straightforward than our methodology, 
which, as described above, simply 
removes real case-mix growth from the 
calculation. One issue with the trend 
analysis is the determination of the 
appropriate time period on which to 
base the trend. We note in our 
examination of the AHA approach that 
it begins with the case-mix change for 
FY 2001. MedPAC, in its comment 
letter, provided an analysis of the 
change in actual case-mix from FY 1998 
to FY 2009: 

‘‘We calculated the annual percent 
change in the national aggregate case- 
mix index (CMI) for the period from 
1997 to 2009. These actual CMI values 
are based on the DRG version, relative 
weights, and transfer policies that were 
in effect for each year. To calculate the 
percent change for each year, we used 
national aggregate average CMIs for the 
cohort of hospitals paid under the IPPS 
in each pair of adjacent years. We also 
excluded all hospitals that had 
converted to critical access hospital 
status (CAH) by the end of 2009.’’ 

We created the following table 
summarizing the results of MedPAC’s 
analysis. 

CHANGES IN CASE MIX FOR IPPS 
HOSPITALS 

Year Percent 

1998 ...................................... ¥0.5 
1999 ...................................... ¥0.7 
2000 ...................................... ¥0.8 
2001 ...................................... ¥0.7 
2002 ...................................... 0.7 
2003 ...................................... 1.0 
2994 ...................................... 0.9 
2005 ...................................... 0.6 
2006 ...................................... 0.4 
2007 ...................................... ¥0.2 
2008 ...................................... 2.0 
2009 ...................................... 2.6 

We note that the sustained negative 
changes in actual CMI from FY 1998 
through FY 2000 are not reflected in the 
AHA analysis. If included, they would 
significantly increase the AHA estimate 
of documentation and coding growth 
because the slope of the AHA trend line 
would be significantly less. 

A second critical issue with the AHA 
approach is the determination of the 
appropriate cohort of hospitals to 
include in the calculation. For example, 
if a hospital converts to CAH status, 
decisions with respect to the inclusion 
or exclusion of data from the time 
period before the conversion will 
influence the trend analysis. In FY 2000, 
there were approximately 300 CAHs, 
but, by FY 2007, there were 
approximately 1,300 CAHs. We note 
that MedPAC excluded all hospitals that 
had converted to CAH status by the end 
of 2009. It was not apparent how the 
data from these hospitals was treated in 
the AHA approach. CAHs tend to have 
lower than average case-mix values; 
therefore, including the data from one or 
more years before the conversion and 
then excluding the data after the 
conversion artificially increases the 
trend line and decreases the magnitude 
of the documentation and classification 
estimate. 

Given these concerns about the 
appropriateness of the AHA historical 
trend, it follows that we are concerned 
about extrapolating the AHA historical 
trend into FY 2009. AHA’s extrapolation 
assumes that changes in case-mix 
increase at a linear and, therefore, 
consistent rate, when, in fact, changes in 
case-mix do not necessarily follow a 
consistent pattern over time, as 
MedPAC’s case-mix analysis pointed 
out. 

After a careful review of the 
comments, we continue to find the 
methodology used by our actuaries and 
MedPAC to determine the magnitude of 
the changes in coding and classification 
that did not reflect real changes in case 
mix to be the most appropriate 
methodology because it directly 
removes real changes in case-mix from 
the calculation consistent with the 
statutory requirement. We also question 
the time period and cohort selections 
made by the AHA in its analysis and the 
appropriateness of extrapolating this 
AHA trend to FY 2009 when a much 
more straightforward methodology 
exists for estimating documentation and 
coding growth. 

Comment: One commenter, while 
supporting the proposed FY 2011 
adjustment of ¥2.9 percent, stated that 
CMS should not implement any further 
adjustment in FY 2012 without a more 
detailed quantification of the factors 
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contributing to case-mix growth so that 
CMS can separate the factors that 
should be included in the adjustment 
from the factors that should be 
excluded. For example, the commenter 
appears to believe that the effect of 
resequencing the diagnosis codes on a 
claim (as opposed to the addition of 
new or different diagnosis codes) should 
not be included in the section 7 
adjustments because the commenter 
believes this is not a documentation and 
coding change, even if the resequencing 
results in classification to a higher MS– 
DRG. Other factors cited by the 
commenter included new diagnosis 
codes and certain definitional changes 
to the base-DRGs. 

Response: Section 7 of Public Law 
110–90 requires us to adjust for changes 
in ‘‘coding and classification’’ that do 
not reflect real changes in case-mix. We 
believe that the reclassifications cited by 
the commenter are properly accounted 
for in the documentation and coding 
adjustment; these factors may affect the 
MS–DRG classification and affect 
payment without a corresponding real 
increase in patient severity of illness. 
For this reason, we believe that the 
effects of these factors are appropriately 
included in the section 7 adjustments, 
consistent with section 7(b)(1)(B) of 
Public Law 110–90, which requires 
adjustments to the extent that 
‘‘implementation’’ of the MS–DRG 
system results in ‘‘coding and 
classification that did not reflect real 
change in case-mix.’’ 

After consideration of the public 
comments we received, as well as 
MedPAC’s detailed analysis, we have 
decided to finalize our proposal to make 
an adjustment to the standardized 
amount of ¥2.9 percent, representing 
approximately half of the aggregate 
recoupment adjustment required under 
section 7(b)(1)(B) of Public Law 110–90, 
for FY 2011. We are persuaded by 
MedPAC’s analysis, and by our own 
review of the methodologies 
recommended by various commenters, 
that the methodology we have employed 
to determine the required recoupment 
adjustment is sound. We understand the 
concerns expressed by many 
commenters about the potential adverse 
financial effects on hospitals. However, 
we are required by the statute to 
implement this adjustment no later than 
FY 2012. We do not believe that it 
would be in the interest of hospitals to 
delay this required adjustment entirely 
until FY 2012. Rather, we have sought, 
as we commonly do, to moderate the 
potential impact on hospitals by 
phasing in the required adjustment over 
more than one year. The adjustment to 
the standardized amount of ¥2.9 
percent that we are finalizing represents 
approximately half of the aggregate 
adjustment required under section 
7(b)(1)(B) of Public Law 110–90 for FY 
2011. As we noted in making the 
proposal, there is a distinct advantage to 
phasing in the required adjustment in 
this manner. As we stated above, a 

major advantage of making the ¥2.9 
percent adjustment to the standardized 
amount in FY 2011 is that, because the 
required recoupment adjustment is not 
cumulative, we can anticipate removing 
the FY 2011 ¥2.9 percent adjustment 
from the rates in FY 2012, when it 
would also be necessary under current 
law to apply the remaining 
approximately ¥2.9 percent adjustment 
required by section 7(b)(1)(B) of Public 
Law 110–90. These two steps in FY 
2012, restoring the FY 2011 ¥2.9 
percent adjustment and then applying 
the remaining adjustment of 
approximately ¥2.9 percent, would 
effectively cancel each other out. The 
result would be an aggregate adjustment 
of approximately 0.0 percent (subject to 
the need to account for accumulated 
interest, as discussed above) under 
section 7(b)(1)(B) of Public Law 110–90 
in FY 2012. However, while we again 
note this anticipated effect of the FY 
2011 policy, we have not yet made a 
formal proposal for the further 
implementation of section 7(b)(1)(B) of 
Public Law 110–90 in FY 2012. 
Nevertheless, this anticipated 
consequence of adopting a ¥2.9 percent 
adjustment for FY 2011 should 
substantially reduce the potential 
financial impact of this required 
adjustment on hospitals. We believe that 
this is a reasonable and fair approach 
which satisfies the requirements of the 
statute while substantially moderating 
the impact on hospitals. 

FY 2011 MS–DRG DOCUMENTATION AND CODING ADJUSTMENT 

Required pro-
spective ad-
justment for 
FYs 2008– 

2009 

Required 
recoupment 

adjustment for 
FYs 2008– 

2009 

Total adjust-
ment 

Recoupment 
adjustment to 
FY 2011 pay-

ments 

Remaining ad-
justment 

Level of adjustments ............................................................ ¥3.9% ¥5.8% ¥9.7% ¥2.9% ¥6.8% 

8. Background on the Application of the 
Documentation and Coding Adjustment 
to the Hospital-Specific Rates 

Under section 1886(d)(5)(D)(i) of the 
Act, SCHs are paid based on whichever 
of the following rates yields the greatest 
aggregate payment: the Federal rate; the 
updated hospital-specific rate based on 
FY 1982 costs per discharge; the 
updated hospital-specific rate based on 
FY 1987 costs per discharge; the 
updated hospital-specific rate based on 
FY 1996 costs per discharge; or the 
updated hospital-specific rate based on 
FY 2006 costs per discharge. Under 
section 1886(d)(5)(G) of the Act, MDHs 
are paid based on the Federal national 
rate or, if higher, the Federal national 

rate plus 75 percent of the difference 
between the Federal national rate and 
the updated hospital-specific rate based 
on the greatest of the FY 1982, FY 1987, 
or FY 2002 costs per discharge. In the 
FY 2008 IPPS final rule with comment 
period (72 FR 47152 through 47188), we 
established a policy of applying the 
documentation and coding adjustment 
to the hospital-specific rates. In that 
final rule with comment period, we 
indicated that because SCHs and MDHs 
use the same DRG system as all other 
hospitals, we believe they should be 
equally subject to the budget neutrality 
adjustment that we are applying for 
adoption of the MS–DRGs to all other 
hospitals. In establishing this policy, we 

relied on section 1886(d)(3)(A)(vi) of the 
Act, which provides us with the 
authority to adjust ‘‘the standardized 
amount’’ to eliminate the effect of 
changes in coding or classification that 
do not reflect real change in case-mix. 

However, in the final rule that 
appeared in the Federal Register on 
November 27, 2007 (72 FR 66886), we 
rescinded the application of the 
documentation and coding adjustment 
to the hospital-specific rates retroactive 
to October 1, 2007. In that final rule, we 
indicated that, while we still believe it 
would be appropriate to apply the 
documentation and coding adjustment 
to the hospital-specific rates, upon 
further review, we decided that the 
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application of the documentation and 
coding adjustment to the hospital- 
specific rates is not consistent with the 
plain meaning of section 
1886(d)(3)(A)(vi) of the Act, which only 
mentions adjusting ‘‘the standardized 
amount’’ under section 1886(d) of the 
Act and does not mention adjusting the 
hospital-specific rates. 

In the FY 2009 IPPS proposed rule (73 
FR 23540), we indicated that we 
continued to have concerns about this 
issue. Because hospitals paid based on 
the hospital-specific rate use the same 
MS–DRG system as other hospitals, we 
believe they have the potential to realize 
increased payments from 
documentation and coding changes that 
do not reflect real increases in patients’ 
severity of illness. In section 
1886(d)(3)(A)(vi) of the Act, Congress 
stipulated that hospitals paid based on 
the standardized amount should not 
receive additional payments based on 
the effect of documentation and coding 
changes that do not reflect real changes 
in case-mix. Similarly, we believe that 
hospitals paid based on the hospital- 
specific rates should not have the 
potential to realize increased payments 
due to documentation and coding 
changes that do not reflect real increases 
in patient severity of illness. While we 
continue to believe that section 
1886(d)(3)(A)(vi) of the Act does not 
provide explicit authority for 
application of the documentation and 
coding adjustment to the hospital- 
specific rates, we believe that we have 
the authority to apply the 
documentation and coding adjustment 
to the hospital-specific rates using our 
special exceptions and adjustment 
authority under section 1886(d)(5)(I)(i) 
of the Act. The special exceptions and 
adjustment provision authorizes us to 
provide ‘‘for such other exceptions and 
adjustments to [IPPS] payment amounts 
* * * as the Secretary deems 
appropriate.’’ In the FY 2009 IPPS final 
rule (73 FR 48448 through 48449), we 
indicated that, for the FY 2010 
rulemaking, we planned to examine our 
FY 2008 claims data for hospitals paid 
based on the hospital-specific rate. We 
further indicated that if we found 
evidence of significant increases in case- 
mix for patients treated in these 
hospitals that do not reflect real changes 
in case-mix, we would consider 
proposing application of the 
documentation and coding adjustments 
to the FY 2010 hospital-specific rates 
under our authority in section 
1886(d)(5)(I)(i) of the Act. 

In response to public comments 
received on the FY 2009 IPPS proposed 
rule, we stated in the FY 2009 IPPS final 

rule that we would consider whether 
such a proposal is warranted for FY 
2010. To gather information to evaluate 
these considerations, we indicated that 
we planned to perform analyses on FY 
2008 claims data to examine whether 
there has been a significant increase in 
case-mix for hospitals paid based on the 
hospital-specific rate. If we found that 
application of the documentation and 
coding adjustment to the hospital- 
specific rates for FY 2010 is warranted, 
we indicated that we would include a 
proposal to do so in the FY 2010 IPPS 
proposed rule. 

9. Documentation and Coding 
Adjustment to the Hospital-Specific 
Rates for FY 2011 and Subsequent 
Fiscal Years 

In the FY 2010 IPPS/RY 2010 LTCH 
proposed rule and final rule (74 FR 
24098 through 24100 and 74 FR 43775 
through 43776, respectively), we 
discussed our performance of a 
retrospective evaluation of the FY 2008 
claims data for SCHs and MDHs using 
the same methodology described earlier 
for other IPPS hospitals. We found that, 
independently for both SCHs and 
MDHs, the change due to 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 
slightly exceeded the proposed 2.5 
percent result discussed earlier, but did 
not significantly differ from that result. 

Again, for the FY 2010 proposed rule, 
we found that the within-base DRG 
increases were almost entirely 
responsible for the case-mix change. In 
that proposed rule, we presented two 
Figures to display our results. 

Therefore, consistent with our 
statements in prior IPPS rules, we 
proposed to use our authority under 
section 1886(d)(5)(I)(i) of the Act to 
prospectively adjust the hospital- 
specific rates by the proposed ¥2.5 
percent in FY 2010 to account for our 
estimated documentation and coding 
effect in FY 2008 that does not reflect 
real changes in case-mix. We proposed 
to leave this adjustment in place for 
subsequent fiscal years in order to 
ensure that changes in documentation 
and coding resulting from the adoption 
of the MS–DRGs do not lead to an 
increase in aggregate payments for SCHs 
and MDHs not reflective of an increase 
in real case-mix. The proposed ¥2.5 
percent adjustment to the hospital- 
specific rates exceeded the ¥1.9 percent 
adjustment to the national standardized 
amount under section 7(b)(1)(A) of 
Public Law 110–90 because, unlike the 
national standardized rates, the FY 2008 
hospital-specific rates were not 

previously reduced in order to account 
for anticipated changes in 
documentation and coding that do not 
reflect real changes in case-mix 
resulting from the adoption of the 
MS–DRGs. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24100), we 
solicited public comment on the 
proposed ¥2.5 percent prospective 
adjustment to the hospital-specific rates 
under section 1886(d)(5)(I)(i) of the Act 
and our proposal to address in the FY 
2011 rulemaking cycle any changes in 
FY 2009 case-mix due to changes in 
documentation and coding that do not 
reflect real changes in case-mix for 
discharges occurring during FY 2009. 
We also indicated that we intended to 
update our analysis with FY 2008 data 
on claims paid through March 2008 [sic] 
for the FY 2010 IPPS final rule. (We 
note that the March 2008 update claims 
paid data date in the proposed rule 
should have been March 2009.) 

Consistent with our approach for IPPS 
hospitals discussed earlier, in the FY 
2010 IPPS/RY 2010 LTCH PPS final 
rule, we also delayed adoption of a 
documentation and coding adjustment 
to the hospital-specific rate until FY 
2011. Similar to our approach for IPPS 
hospitals, we indicated that we would 
consider, through future rulemaking, 
phasing in the documentation and 
coding adjustment over an appropriate 
period. We also indicated that we would 
address, through future rulemaking, any 
changes in documentation and coding 
that do not reflect real changes in case- 
mix for discharges occurring during FY 
2009. We noted that, unlike the national 
standardized rates, the FY 2009 
hospital-specific rates were not 
previously reduced in order to account 
for anticipated changes in 
documentation and coding that do not 
reflect real changes in case-mix 
resulting from the adoption of the 
MS–DRGs. However, as we noted earlier 
with regard to IPPS hospitals, if the 
estimated documentation and coding 
effect determined based on a full 
analysis of FY 2009 claims data is more 
or less than our current estimates, it 
would change, possibly lessen, the 
anticipated cumulative adjustments that 
we currently estimate we would have to 
make for the FY 2008 and FY 2009 
combined adjustment. Therefore, we 
believed that it would be more prudent 
to delay implementation of the 
documentation and coding adjustment 
to allow for a more complete analysis of 
FY 2009 claims data for hospitals 
receiving hospital-specific rates. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

Consistent with our analysis of IPPS 
hospitals, the two charts above show 
that we found after analysis of FY 2009 
discharge data that the distribution of 
severity discharges for MDHs and SCHs 
both proportionally shifted from the 
without CC/MCC to with MCC category. 
This analysis was updated to include 
data for FY 2009 claims paid through 
March 2010. Similarly, we found using 
a methodology consistent with our 
analysis of IPPS hospitals that the 
change due to documentation and 

coding that did not reflect real changes 
in case-mix for discharges occurring 
during FY 2009 slightly exceeded the 
proposed 2.5 percent result discussed 
earlier, but did not significantly differ 
from that result. 

As we have noted above, because 
SCHs and MDHs use the same MS–DRG 
system as all other hospitals, we believe 
they have the potential to realize 
increased payments from 
documentation and coding changes that 
do not reflect real increases in patient 
severity of illness. Therefore, we believe 

they should be equally subject to a 
prospective budget neutrality 
adjustment that we are applying for 
adoption of the MS–DRGs to all other 
hospitals. We believe the 
documentation and coding estimates for 
all subsection (d) hospitals should be 
the same. While the findings for the 
documentation and coding effect for all 
IPPS hospitals are similar to the effect 
for SCHs and slightly different to the 
effect for MDHs, we continue to believe 
that this is the appropriate policy so as 
to neither advantage or disadvantage 
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different types of providers. As we have 
also discussed above, our best estimate, 
based on the most recently available 
data, is that a cumulative adjustment of 
¥5.4 percent is required to eliminate 
the full effect of the documentation and 
coding changes on future payments. 
Unlike the case of standardized amounts 
paid to IPPS hospitals, we have not 
made any previous adjustments to the 
hospital-specific rates paid to SCHs and 
MDHs to account for documentation 
and coding changes. Therefore, the 
entire ¥5.4 percent adjustment remains 
to be implemented. 

As discussed above, in the FY 2011 
IPPS/LTCH PPS proposed rule, we 
proposed to make an adjustment to the 
standardized amount for IPPS hospitals 
of ¥2.9 percent under section 7(b)(1)(B) 
of Public Law 110–90, for FY 2011. As 
we also discussed above, it has been our 
practice to moderate payment 
adjustments when necessary to mitigate 
the effects of significant downward 
adjustments on hospitals, to avoid what 
could be widespread, disruptive effects 
of such adjustments on hospitals. 
Because payments for non-SCH and 
non-MDH IPPS hospitals and SCHs and 
MDHs are determined on the basis of 
the same MS–DRG system, SCHs and 
MDHs have the potential to realize 
increased payments from 
documentation and coding changes that 
do not reflect real increases in patient 
severity of illness. Therefore, in 
determining the level and pace of 
adjustments to account for such 
documentation and coding changes, we 
believe that it is important to maintain, 
as much as possible, both consistency 
and equity among these classes of 
hospitals. In addition, as in the case of 
the documentation and coding 
adjustment for non-SCH and non-MDH 
IPPS hospitals, we also believe that it is 
important to provide as much as 
possible for moderating the effects of 
adjustments on hospital payments. 
Therefore, we proposed an adjustment 
of ¥2.9 percent in FY 2011 to the 
hospital-specific rates paid to SCHs and 
MDHs. This proposal is consistent with 
our proposed adjustment for IPPS 
hospitals in two ways. First, as in the 
case of the IPPS adjustment, we did not 
propose to implement the entire 
adjustment that is warranted by our data 
(in this case, 5.4 percent) in one year. 
Second, we proposed to maintain 
consistency by proposing the same 
numerical level of adjustment for both 
groups of hospitals in FY 2011. While 
this proposed adjustment to the 
hospital-specific rates represented 
somewhat over half of the entire 
adjustment that is appropriate for SCHs 

and MDHs, it would allow us to 
maintain complete consistency, at least 
for FY 2011, in the effects on the 
relevant classes of hospitals. Although 
the proposed adjustment for SCHs and 
MDHs is cumulative and prospective, as 
opposed to the noncumulative 
recoupment adjustment we proposed for 
other IPPS hospitals, we believe that 
proposing equal numerical adjustments 
in this first year is the most appropriate 
means to maintain such consistency and 
equity at this time. We indicated in the 
proposed rule that we will continue, as 
much as possible, consistent with 
sections 7(b)(1) of Public Law 110–90 
and section 1886(d)(5)(I)(i) of the Act, to 
take such consistency and equity into 
account in developing future proposals 
for implementing documentation and 
coding adjustments. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we sought public 
comment on the proposed ¥2.9 percent 
prospective adjustment to hospital- 
specific rates under section 
1886(d)(5)(I)(i) of the Act and 
addressing in future rulemaking cycles 
changes in FY 2008 and FY 2009 case- 
mix due to changes in documentation 
and coding that do not reflect real 
changes in case-mix for discharges 
occurring during FY 2008 and FY 2009, 
noting that our current estimates of the 
remaining adjustment is ¥2.5 percent. 
We stated that we intended to update 
our analysis with FY 2009 data on 
claims paid through March 2009 (sic) 
for this FY 2011 IPPS/LTCH PPS final 
rule and have updated our analysis with 
FY 2009 data on claims paid through 
March 2010 in this FY 2011 IPPS/LTCH 
PPS final rule. (We note that the March 
2009 update date for claims paid data in 
the proposed rule should have been 
March 2010.) 

Comment: Numerous commenters 
requested that CMS withdraw its 
proposal to apply the documentation 
and coding adjustment to SCHs and 
MDHs and questioned CMS’ statutory 
authority to apply this adjustment to 
providers receiving a hospital-specific 
rate. The commenters argued that 
because section 1886(d)(3)(A)(vi) of the 
Act only authorizes application of a 
documentation and coding adjustment 
to the standardized amount, Congress’ 
specific instruction as to the 
applicability of this type of adjustment 
makes it impermissible for CMS to 
apply the adjustment to the hospital- 
specific rates. Furthermore, commenters 
contend that, due to their critical role in 
isolated communities, any negative 
documentation and coding adjustment 
to SCHs and MDHs would endanger 
their ability to provide the type of care 
that Congress specifically sought to 

protect by establishing their special 
Medicare payment systems. 

Response: We continue to disagree 
with the commenters that the 
Secretary’s broad authority to make 
exceptions and adjustment to payment 
amounts under section 1886(d)(3)(A)(vi) 
of the Act cannot be applied in this 
instance. We have discussed the basis 
for applying such an adjustment in prior 
rules (in the FY 2009 proposed rule (73 
FR 23540), the FY 2009 final rule (73 FR 
48448), and the FY 2010 proposed rule 
(74 FR 24098)) and do not agree that the 
language in section 1886(d)(3)(A)(vi) of 
the Act limits our authority under 
section 1886(d)(5)(I)(i) of the Act to 
make such an adjustment. We recognize 
that SCHs and MDHs are entitled, 
through legislation, to receive the 
hospital-specific rate in order to 
compensate for their unique service 
requirements in the provider 
community. Similar to our approach 
with IPPS hospitals, we are 
implementing a phase-in of the 
documentation and coding adjustment 
over an appropriate period, beginning in 
FY 2011. We will continue to separately 
analyze SCH and MDH claims data to 
ensure than any future adjustment is 
appropriate for these provider types. 

Comment: MedPAC responded to our 
request for comments regarding the 
level of adjustment for special categories 
of hospitals, such as hospitals paid 
under the hospital-specific payment 
rate, by pointing out that these hospitals 
have the same financial incentives for 
documentation and coding 
improvements and the same ability to 
benefit from increased payments that do 
not reflect real changes in case-mix 
severity of illness levels. Therefore, 
MedPAC recommended that ‘‘all IPPS 
hospitals should be treated the same.’’ 
At the same time, MedPAC also stated 
that ‘‘delaying prevention of 
overpayments * * * creates a problem 
because overpayments will continue to 
accumulate in 2010 and later years until 
the effect of documentation and coding 
improvement is fully offset in the 
payment rates.’’ In setting forward its 
multiyear recommendation to CMS for 
complying with the requirements of 
section 7 of Public Law 110–90, 
MedPAC emphasized ‘‘minimizing the 
accumulation of overpayments.’’ 

Response: We thank MedPAC for its 
comments and agree that it is 
appropriate to conclude that hospitals 
paid under the hospital-specific rate 
have experienced a 5.4 percent increase 
in documentation and coding in FYs 
2008 and 2009, insofar as these 
hospitals had the same financial 
incentives to improve documentation 
and coding as other IPPS hospitals, as 
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confirmed by the analysis we have 
described above. We further agree with 
MedPAC that it is appropriate to focus 
on minimizing the accumulation of 
overpayments; we interpret this 
statement to mean that MedPAC 
recommends that CMS move forward as 
quickly as possible with appropriate 
prospective adjustments. We appreciate 
MedPAC’s guidance that ‘‘all hospitals 
be treated the same,’’ and we agree that 
it is important to treat various classes of 
similarly situated hospitals in our 
payment policy determinations in a 
consistent manner. 

Therefore, we are finalizing our 
proposal to apply an adjustment of ¥2.9 
percent in FY 2011 to the hospital- 
specific rates paid to SCHs and MDHs. 
This adjustment is prospective in 
nature. We continue to believe that such 
an adjustment is appropriate because, as 
MedPAC noted, all hospitals have the 
same financial incentives for 
documentation and coding 
improvements, and the same ability to 
benefit from the resulting increase in 
aggregate payments that do not reflect 
real change in case-mix severity of 
illness levels. As we describe above, our 
analysis of claims data shows that the 
documentation and coding effect for all 
IPPS hospitals is similar to the effect for 
SCHs and slightly different to the effect 
for MDHs, and we believe the 
documentation and coding estimates for 
all subsection (d) hospitals should be 
the same. This adjustment also 
maintains, as much as possible, 
consistency in the treatment of various 
classes of hospitals that are similarly 
situated with respect to their ability to 
adjust their documentation and coding 
practices. Specifically, this adjustment 
is consistent with our adjustment for 
other IPPS hospitals in two ways. First, 
as in the case of the IPPS adjustment, 
we are not implementing the entire 
adjustment that is warranted by our data 
(in this case, 5.4 percent) in 1 year. 
Second, we are treating hospitals in a 
consistent manner by applying the same 
numerical level of adjustment for both 
groups of hospitals in FY 2011. While 
this adjustment to the hospital-specific 
rates represents somewhat over half of 
the entire adjustment that is appropriate 
for SCHs and MDHs, it would allow us 
to maintain complete consistency, at 
least for FY 2011, in the effects on the 
relevant classes of hospitals. Although 
the proposed adjustment for SCHs and 
MDHs is cumulative and prospective, as 
opposed to the noncumulative 
recoupment adjustment we proposed for 
other IPPS hospitals, we believe that 
applying equal numerical adjustments 
in this first year is the most appropriate 

means to maintain such consistency and 
equity at this time. As we indicated in 
the proposed rule, we will continue, as 
much as possible, consistent with 
sections 7(b)(1) of Public Law 110–90 
and section 1886(d)(5)(I)(i) of the Act, to 
take such consistency and equity into 
account in developing future proposals 
for implementing documentation and 
coding adjustments. 

10. Application of the Documentation 
and Coding Adjustment to the Puerto 
Rico-Specific Standardized Amount 

a. Background 

Puerto Rico hospitals are paid based 
on 75 percent of the national 
standardized amount and 25 percent of 
the Puerto Rico-specific standardized 
amount. As noted previously, the 
documentation and coding adjustment 
we adopted in the FY 2008 IPPS final 
rule with comment period relied upon 
our authority under section 
1886(d)(3)(A)(vi) of the Act, which 
provides the Secretary the authority to 
adjust ‘‘the standardized amounts 
computed under this paragraph’’ to 
eliminate the effect of changes in coding 
or classification that do not reflect real 
changes in case-mix. Section 
1886(d)(3)(A)(vi) of the Act applies to 
the national standardized amounts 
computed under section 1886(d)(3) of 
the Act, but does not apply to the Puerto 
Rico-specific standardized amount 
computed under section 1886(d)(9)(C) of 
the Act. In calculating the FY 2008 
payment rates, we made an inadvertent 
error and applied the FY 2008 ¥0.6 
percent documentation and coding 
adjustment to the Puerto Rico-specific 
standardized amount, relying on our 
authority under section 
1886(d)(3)(A)(vi) of the Act. However, 
section 1886(d)(3)(A)(vi) of the Act 
authorizes application of a 
documentation and coding adjustment 
to the national standardized amount and 
does not apply to the Puerto Rico 
specific standardized amount. In the FY 
2009 IPPS final rule (73 FR 48449), we 
corrected this inadvertent error by 
removing the ¥0.6 percent 
documentation and coding adjustment 
from the FY 2008 Puerto Rico-specific 
rates. 

While section 1886(d)(3)(A)(vi) of the 
Act is not applicable to the Puerto Rico- 
specific standardized amount, we 
believe that we have the authority to 
apply the documentation and coding 
adjustment to the Puerto Rico-specific 
standardized amount using our special 
exceptions and adjustment authority 
under section 1886(d)(5)(I)(i) of the Act. 
Similar to SCHs and MDHs that are paid 
based on the hospital-specific rate, we 

believe that Puerto Rico hospitals that 
are paid based on the Puerto Rico- 
specific standardized amount should 
not have the potential to realize 
increased payments due to 
documentation and coding changes that 
do not reflect real increases in patient 
severity of illness. Consistent with the 
approach described for SCHs and 
MDHs, in the FY 2009 IPPS final rule 
(73 FR 48449), we indicated that we 
planned to examine our FY 2008 claims 
data for hospitals in Puerto Rico. We 
indicated in the FY 2009 IPPS proposed 
rule (73 FR 23541) that if we found 
evidence of significant increases in case- 
mix for patients treated in these 
hospitals, we would consider proposing 
application of the documentation and 
coding adjustments to the FY 2010 
Puerto Rico-specific standardized 
amount under our authority in section 
1886(d)(5)(I)(i) of the Act. 

b. Documentation and Coding 
Adjustment to the Puerto Rico-Specific 
Standardized Amount 

For the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule, we performed a 
retrospective evaluation of the FY 2008 
claims data for Puerto Rico hospitals 
using the same methodology described 
earlier for IPPS hospitals paid under the 
national standardized amounts under 
section 1886(d) of the Act. We found 
that, for Puerto Rico hospitals, the 
increase in payments for discharges 
occurring during FY 2008 due to 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 
was approximately 1.1 percent. When 
we calculated the within-base DRG 
changes and the across-base DRG 
changes for Puerto Rico hospitals, we 
found that responsibility for the case- 
mix change between FY 2007 and FY 
2008 is much more evenly shared. 
Across-base DRG shifts accounted for 44 
percent of the changes, and within-base 
DRG shifts accounted for 56 percent. 
Thus, the change in the percentage of 
discharges with an MCC was not as 
large as that for other IPPS hospitals. In 
Figure 4 in the FY 2010 proposed rule, 
we showed that, for Puerto Rico 
hospitals, there was a 3 percentage point 
increase in the discharges with an MCC 
from 22 percent to 25 percent and a 
corresponding decrease of 3 percentage 
points from 58 percent to 55 percent in 
discharges without a CC or an MCC. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24101), we 
solicited public comment on the 
proposed ¥1.1 percent prospective 
adjustment to the hospital-specific rates 
under section 1886(d)(5)(I)(i) of the Act 
and our intent to address in the FY 2011 
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rulemaking cycle any changes in FY 
2009 case-mix due to changes in 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2009. 
We also stated that we intended to 
update our analysis with FY 2008 data 
on claims paid through March 2009 for 
the FY 2010 IPPS final rule. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43777), we 
indicated that, given these 
documentation and coding increases, 
consistent with our statements in prior 
IPPS rules, we would use our authority 
under section 1886(d)(5)(I)(i) of the Act 
to adjust the Puerto Rico-specific rate. 
However, in parallel to our decision to 
postpone adjustments to the Federal 
standardized amount, we indicated that 
we were adopting a similar policy for 
the Puerto Rico-specific rate for FY 2010 
and would consider the phase-in of this 
adjustment over an appropriate time 
period through future rulemaking. The 
adjustment would be applied to the 
Puerto Rico-specific rate that accounts 
for 25 percent of payments to Puerto 
Rico hospitals, with the remaining 75 
percent based on the national 
standardized amount. Consequently, the 
overall reduction to the payment rates 

for Puerto Rico hospitals to account for 
documentation and coding changes will 
be slightly less than the reduction for 
IPPS hospitals paid based on 100 
percent of the national standardized 
amount. We noted that, as with the 
hospital-specific rates, the Puerto Rico- 
specific standardized amount had not 
previously been reduced based on 
estimated changes in documentation 
and coding associated with the adoption 
of the MS–DRGs. However, as we note 
earlier for IPPS hospitals and hospitals 
receiving hospital-specific rates, if the 
estimated documentation and coding 
effect determined based on a full 
analysis of FY 2009 claims data is more 
or less than our current estimates, it 
would change, possibly lessen, the 
anticipated cumulative adjustments that 
we currently estimate we would have to 
make for the FY 2008 and FY 2009 
combined adjustment. Therefore, we 
believed that it would be more prudent 
to delay implementation of the 
documentation and coding adjustment 
to allow for a more complete analysis of 
FY 2009 claims data for Puerto Rico 
hospitals. 

Consistent with our approach for IPPS 
hospitals for FY 2010, we indicated that 
we would address in the FY 2011 

rulemaking cycle any change in FY 2009 
case-mix due to documentation and 
coding that did not reflect real changes 
in case-mix for discharges occurring 
during FY 2009. We noted that, unlike 
the national standardized rates, the FY 
2009 hospital-specific rates were not 
previously reduced in order to account 
for anticipated changes in 
documentation and coding that do not 
reflect real changes in case-mix 
resulting from the adoption of the MS– 
DRGs. 

As we have noted above, similar to 
SCHs and MDHs, hospitals in Puerto 
Rico use the same MS–DRG system as 
all other hospitals and we believe they 
have the potential to realize increased 
payments from documentation and 
coding changes that do not reflect real 
increases in patient severity of illness. 
Therefore, we believe they should be 
equally subject to the prospective 
budget neutrality adjustment that we 
intend to apply to prospective payment 
rates for IPPS hospitals including SCHs 
and MDHs in order to eliminate the full 
effect of the documentation and coding 
changes associated with implementation 
of the MS–DRG system. 

In the above chart, consistent with our 
findings for IPPS hospitals, for Puerto 
Rico hospitals, there is a corresponding 
increase in the discharge severity with 
MCCs compared to a decrease in 
discharge severity in the without CC/ 

MCC category. This analysis reflects FY 
2009 claims paid through March 2010. 

Using the same methodology we 
applied to estimate documentation and 
coding changes under IPPS for non- 
Puerto Rico hospitals, as we have also 
discussed above, our best estimate, 

based on the most recently available 
data (FY 2009 claims paid through 
March 2010), is that a cumulative 
adjustment of ¥2.6 percent is required 
to eliminate the full effect of the 
documentation and coding changes on 
future payments from the Puerto Rico- 
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specific rate. Unlike the case of 
standardized amounts paid to IPPS 
hospitals, we have not made any 
previous adjustments to the hospital- 
specific rates paid to Puerto Rico 
hospitals to account for documentation 
and coding changes. Therefore, the 
entire ¥2.6 percent adjustment remains 
to be implemented. 

As we stated above, we believe it 
important to maintain both consistency 
and equity among all hospitals paid on 
the basis of the same MS–DRG system. 
At the same time, however, we 
recognize that the estimated cumulative 
impact on aggregate payment rates 
resulting from implementation of the 
MS–DRG system was smaller for Puerto 
Rico hospitals as compared to IPPS 
hospitals and SCHs and MDHs. 
Therefore, in the FY 2011 IPPS LTCH 
PPS proposed rule (75 FR 23876), we 
proposed an adjustment of ¥2.4 percent 
in FY 2011 to Puerto Rico-specific rate 
that accounts for 25 percent of payments 
to Puerto Rico hospitals, with the 
remaining 75 percent based on the 
national standardized amount, which 
we proposed to adjust as described 
above. Consequently, the overall 
reduction to rates for Puerto Rico 
hospitals to account for the 
documentation and coding changes will 
be slightly less than the reduction for 
IPPS hospitals based on 100 percent of 
the national standardized amount. We 
noted that the proposed prospective 
adjustment would have eliminated the 
full effect of the documentation and 
coding changes (as estimated at the 
time) on the portion of future payments 
to Puerto Rico hospitals based on the 
Puerto Rico-specific rate. We believe 
that this a full prospective adjustment is 
the most appropriate means to take into 
full account the effect of documentation 
and coding changes on payments, and to 
maintain equity as much as possible 
between hospitals paid on the basis of 
different prospective rates. (As 
discussed below, the estimated ¥2.4 
percent adjustment that we calculated 
in the proposed rule no longer 
represents a ‘‘full prospective 
adjustment.’’) One reason for proposing 
the full prospective adjustment for the 
Puerto Rico-specific rate in FY 2011 was 
to maintain equity as much as possible 
in the documentation and coding 
adjustments applied to various hospital 
rates in FY 2011. Because our proposal 
was to make an adjustment that 
represents the full adjustment that is 
warranted for the Puerto Rico-specific 
rate, we indicated that we do not 
anticipate proposing any additional 
adjustments to the this rate for 
documentation and coding effects. 

In the FY 2011 proposed rule, we 
sought public comment on the proposed 
full prospective adjustment, which we 
estimated at that time to be ¥2.4 
percent, to the Puerto Rico-specific 
standardized amount under section 
1886(d)(5)(I)(i) of the Act. We stated that 
we intended to update our analysis with 
FY 2009 data on claim paid through 
March 2009 (sic) for this FY 2011 IPPS/ 
LTCH PPS final rule. (We note that the 
March 2009 update date for claims paid 
data in the proposed rule should have 
been March 2010.) We have updated our 
analysis, as planned, with FY 2009 data 
on claims paid through March 2010 in 
this FY 2011 IPPS/LTCH PPS final rule. 
This updated data analysis shows that a 
cumulative adjustment of ¥2.6 percent 
is required to eliminate the full effect of 
the document and coding changes on 
future payments from the Puerto Rico- 
specific rate. 

Comment: MedPAC responded to our 
request for comments regarding the 
level of adjustment for special categories 
of hospitals, such as Puerto Rico 
hospitals, by pointing out that these 
hospitals have the same financial 
incentives for documentation and 
coding improvements and the same 
ability to benefit from increased 
payments that do not reflect real change 
in case-mix severity of illness levels. 
Therefore, MedPAC recommended that 
‘‘all IPPS hospitals should be treated the 
same.’’ At the same time, MedPAC also 
stated that ‘‘delaying prevention of 
overpayments * * * creates a problem 
because overpayments will continue to 
accumulate in 2010 and later years until 
the effect of documentation and coding 
improvement is fully offset in the 
payment rates.’’ In setting forward its 
multiyear recommendation to CMS for 
complying with the requirements of 
section 7 of Public Law 110–90, 
MedPAC emphasizes ‘‘minimizing the 
accumulation of overpayments.’’ 

Response: We thank MedPAC for its 
comments and agree that Puerto Rico 
hospitals have had the same financial 
incentives to improve documentation 
and coding as other IPPS hospitals. We 
further agree with MedPAC that it is 
appropriate to focus on minimizing the 
accumulation of overpayments; we 
interpret this statement to mean that 
MedPAC recommends that CMS move 
forward as quickly as possible with 
appropriate prospective adjustments. 
We appreciate MedPAC’s guidance that 
‘‘all hospitals be treated the same,’’ and 
we agree that it is important for our 
payment policy determinations to treat 
various classes of hospitals that are 
similarly situated with respect to the 
ability to adjust their documentation 

and coding practices in as consistent a 
manner as possible. 

Therefore, we are finalizing our 
proposal to apply an adjustment to the 
Puerto Rico specific rate in FY 2011 
using our authority under section 
1886(d)(5)(I)(i) of the Act as proposed 
(that is, a full prospective adjustment). 
We note that our updated data analysis 
shows that this adjustment will be ¥2.6 
percent. We continue to believe that 
such an adjustment is appropriate 
because, as MedPAC found, all hospitals 
have the same financial incentives for 
documentation and coding 
improvements and the same ability to 
benefit from the resulting change in 
case-mix. As we indicated in the 
proposed rule, we will continue, as 
much as possible, consistent with 
sections 7(b)(1) of Public Law 110–90 
and section 1886(d)(5)(I)(i) of the Act, to 
take such consistency and equity into 
account in developing future proposals 
for implementing documentation and 
coding adjustments. 

E. Refinement of the MS–DRG Relative 
Weight Calculation 

1. Background 

In the FY 2009 IPPS final rule (73 FR 
48450), we continued to implement 
significant revisions to Medicare’s 
inpatient hospital rates by completing 
our 3-year transition from charge-based 
relative weights to cost-based relative 
weights. Beginning in FY 2007, we 
implemented relative weights based on 
cost report data instead of based on 
charge information. We had initially 
proposed to develop cost-based relative 
weights using the hospital-specific 
relative value cost center (HSRVcc) 
methodology as recommended by 
MedPAC. However, after considering 
concerns expressed in the public 
comments we received on the proposal, 
we modified MedPAC’s methodology to 
exclude the hospital-specific relative 
weight feature. Instead, we developed 
national CCRs based on distinct hospital 
departments and engaged a contractor to 
evaluate the HSRVcc methodology for 
future consideration. To mitigate 
payment instability due to the adoption 
of cost-based relative weights, we 
decided to transition cost-based weights 
over 3 years by blending them with 
charge-based weights beginning in FY 
2007. (We refer readers to the FY 2007 
IPPS final rule for details on the 
HSRVcc methodology and the 3-year 
transition blend from charge-based 
relative weights to cost-based relative 
weights (71 FR 47882 through 47898).) 

In FY 2008, we adopted severity- 
based MS–DRGs, which increased the 
number of DRGs from 538 to 745. Many 
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commenters raised concerns as to how 
the transition from charge-based weights 
to cost-based weights would continue 
with the introduction of new MS–DRGs. 
We decided to implement a 2-year 
transition for the MS–DRGs to coincide 
with the remainder of the transition to 
cost-based relative weights. In FY 2008, 
50 percent of the relative weight for 
each DRG was based on the CMS DRG 
relative weight and 50 percent was 
based on the MS–DRG relative weight. 

In FY 2009, the third and final year 
of the transition from charge-based 
weights to cost-based weights, we 
calculated the MS–DRG relative weights 
based on 100 percent of hospital costs. 
We refer readers to the FY 2007 IPPS 
final rule (71 FR 47882) for a more 
detailed discussion of our final policy 
for calculating the cost-based DRG 
relative weights and to the FY 2008 
IPPS final rule with comment period (72 
FR 47199) for information on how we 
blended relative weights based on the 
CMS DRGs and MS–DRGs. 

a. Summary of the RTI Study of Charge 
Compression and CCR Refinement 

As we transitioned to cost-based 
relative weights, some public 
commenters raised concerns about 
potential bias in the weights due to 
‘‘charge compression,’’ which is the 
practice of applying a higher percentage 
charge markup over costs to lower cost 
items and services, and a lower 
percentage charge markup over costs to 
higher cost items and services. As a 
result, the cost-based weights would 
undervalue high-cost items and 
overvalue low-cost items if a single CCR 
is applied to items of widely varying 
costs in the same cost center. To address 
this concern, in August 2006, we 
awarded a contract to RTI to study the 
effects of charge compression in 
calculating the relative weights and to 
consider methods to reduce the 
variation in the CCRs across services 
within cost centers. RTI issued an 
interim draft report in January 2007 
with its findings on charge compression 
(which was posted on the CMS Web site 
at: http://www.cms.hhs.gov/reports/
downloads/Dalton.pdf). In that report, 
RTI found that a number of factors 
contribute to charge compression and 
affect the accuracy of the relative 
weights. RTI’s findings demonstrated 
that charge compression exists in 
several CCRs, most notably in the 
Medical Supplies and Equipment CCR. 

In its interim draft report, RTI offered 
a number of recommendations to 
mitigate the effects of charge 
compression, including estimating 
regression-based CCRs to disaggregate 
the Medical Supplies Charged to 

Patients, Drugs Charged to Patients, and 
Radiology cost centers, and adding new 
cost centers to the Medicare cost report, 
such as adding a ‘‘Devices, Implants and 
Prosthetics’’ line under ‘‘Medical 
Supplies Charged to Patients’’ and a ‘‘CT 
Scanning and MRI’’ subscripted line 
under ‘‘Radiology-Diagnostics’’. Despite 
receiving public comments in support of 
the regression-based CCRs as a means to 
immediately resolve the problem of 
charge compression, particularly within 
the Medical Supplies and Equipment 
CCR, we did not adopt RTI’s 
recommendation to create additional 
regression-based CCRs. (For more 
details on RTI’s findings and 
recommendations, we refer readers to 
the FY 2009 IPPS final rule (73 FR 
48452).) RTI subsequently expanded its 
analysis of charge compression beyond 
inpatient services to include a 
reassessment of the regression-based 
CCR models using both outpatient and 
inpatient charge data. This interim 
report was made available in April 2008 
during the public comment period on 
the FY 2009 IPPS proposed rule and can 
be found on RTI’s Web site at: http:// 
www.rti.org/reports/cms/HHSM-500- 
2005-0029I/PDF/Refining_Cost_to_
Charge_Ratios_200804.pdf. The IPPS- 
specific chapters, which were separately 
displayed in the April 2008 interim 
report, as well as the more recent OPPS 
chapters, were included in the July 3, 
2008 RTI final report entitled, ‘‘Refining 
Cost-to-Charge Ratios for Calculating 
APC [Ambulatory Payment 
Classification] and DRG Relative 
Payment Weights,’’ that became 
available at the time of the development 
of the FY 2009 IPPS final rule. The RTI 
final report can be found on RTI’s Web 
site at: http://www.rti.org/reports/cms/
HHSM-500-2005-0029I/PDF/Refining_
Cost_to_Charge_Ratios_200807_
Final.pdf. 

RTI’s final report found that, under 
the IPPS and the OPPS, accounting 
improvements to the cost reporting data 
reduce some of the sources of 
aggregation bias without having to use 
regression-based adjustments. In 
general, with respect to the regression- 
based adjustments, RTI confirmed the 
findings of its March 2007 report that 
regression models are a valid approach 
for diagnosing potential aggregation bias 
within selected services for the IPPS 
and found that regression models are 
equally valid for setting payments under 
the OPPS. 

RTI also noted that cost-based weights 
are only one component of a final 
prospective payment rate. There are 
other rate adjustments (wage index, 
IME, and DSH) to payments derived 
from the revised cost-based weights, and 

the cumulative effect of these 
components may not improve the ability 
of final payment to reflect resource cost. 
RTI endorsed short-term regression- 
based adjustments, but also concluded 
that more refined and accurate 
accounting data are the preferred long- 
term solution to mitigate charge 
compression and related bias in hospital 
cost-based weights. For a more detailed 
summary of RTI’s findings, 
recommendations, and public 
comments we received on the report, we 
refer readers to the FY 2009 IPPS final 
rule (73 FR 48452 through 48453). 

b. Summary of the RAND Corporation 
Study of Alternative Relative Weight 
Methodologies 

One of the reasons that we did not 
implement regression-based CCRs at the 
time of the FY 2008 IPPS final rule with 
comment period was our inability to 
investigate how regression-based CCRs 
would interact with the implementation 
of MS–DRGs. In the FY 2008 final rule 
with comment period (72 FR 47197), we 
stated that we engaged the RAND 
Corporation as the contractor to evaluate 
the HSRV methodology in conjunction 
with regression-based CCRs, and that we 
would consider its analysis as we 
prepared for the FY 2009 IPPS 
rulemaking process. 

RAND evaluated six different 
methods that could be used to establish 
relative weights; CMS’ current relative 
weight methodology of 15 national 
CCRs and 5 alternatives, including a 
method in which the 15 national CCRs 
are disaggregated using the regression- 
based methodology, and a method using 
hospital-specific CCRs for the 15 cost 
center groupings. In addition, RAND 
analyzed our standardization 
methodologies that account for 
systematic cost differences across 
hospitals. The purpose of 
standardization is to eliminate 
systematic facility-specific differences 
in cost so that these cost differences do 
not influence the relative weights. 
Overall, RAND found that none of the 
methods it studied of calculating the 
relative weights represented a marked 
improvement in payment accuracy over 
the current method, and there was little 
difference across methods in their 
ability to predict cost at either the 
discharge-level or the hospital-level. In 
their regression analysis, RAND found 
that, after controlling for hospital 
payment factors, the relative weights are 
compressed (that is, understated). 
However, RAND also found that the 
hospital payment factors are overstated 
and increase more rapidly than cost. 
Therefore, while the relative weights are 
compressed, these payment factors 
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offset the compression such that total 
payments to hospitals increase more 
rapidly than hospitals’ costs. 

In the FY 2009 IPPS final rule (73 FR 
48453 through 48457), we provided a 
summary of the RAND report and the 
public comments we received in 
response to the FY 2009 IPPS proposed 
rule. The report may be found on 
RAND’s Web site at: http://www.rand.
org/pubs/working_papers/WR560/. 

2. Proposed and Final Policy Changes 
for FY 2011 and Timeline for Changes 
to the Medicare Cost Report 

In the FY 2009 IPPS final rule (73 FR 
48458 through 48467), in response to 
the RTI’s recommendations concerning 
cost report refinements, and because of 
RAND’s finding that regression-based 
adjustments to the CCRs do not 
significantly improve payment 
accuracy, we discussed our decision to 
pursue changes to the cost report to split 
the cost center for Medical Supplies 
Charged to Patients into one line for 
‘‘Medical Supplies Charged to Patients’’ 
and another line for ‘‘Implantable 
Devices Charged to Patients.’’ We 
acknowledged, as RTI had found, that 
charge compression occurs in several 
cost centers that exist on the Medicare 
cost report. However, as we stated in the 
final rule, we focused on the CCR for 
Medical Supplies and Equipment 
because RTI found that the largest 
impact on the MS–DRG relative weights 
could result from correcting charge 
compression for devices and implants. 
In determining what should be reported 
in these respective cost centers, we 
adopted the commenters’ 
recommendation that hospitals should 
use revenue codes established by AHA’s 
National Uniform Billing Committee to 
determine what should be reported in 
the ‘‘Medical Supplies Charged to 
Patients’’ and the ‘‘Implantable Devices 
Charged to Patients’’ cost centers. 

When we developed the FY 2009 IPPS 
final rule, we considered all of the 
public comments we received both for 
and against adopting regression-based 
CCRs. Also noteworthy is RAND’s belief 
that regression-based CCRs may not 
significantly improve payment 
accuracy, and that it is equally, if not 
more, important to consider revisions to 
the current IPPS hospital payment factor 
standardization method in order to 
improve payment accuracy. For FY 
2010, we solicited comments on 
improving the standardization process, 
although we did not make any changes 
to the standardization process for FY 
2010. We also stated that we continued 
to believe that, ultimately, improved 
and more precise cost reporting is the 
best way to minimize charge 

compression and improve the accuracy 
of the cost weights. Accordingly, a new 
subscripted line 55.30 for Implantable 
Devices Charged to Patients was created 
in July 2009 as part of CMS’ Transmittal 
20 update to the existing cost report 
Form CMS–2552–96. This new 
subscripted cost center is available for 
use for cost reporting periods beginning 
on or after May 1, 2009. 

With respect to the initiative to 
reform, update, and streamline the 
Medicare cost report, which has been 
the subject of many comments and our 
responses in the IPPS (and OPPS) 
Federal Register notices of rulemaking 
over the past several years, CMS is 
continuing to work on this project. The 
new draft hospital cost report Form 
CMS–2552–10 was published in the 
Federal Register on July 2, 2009, and 
was subject to a 60-day review and 
comment period, which ended August 
31, 2009. CMS received numerous 
comments on the draft hospital cost 
report Form CMS–2552–10, specifically 
regarding the creation of new cost 
centers from which data would be 
ultimately used in the relative weights 
calculation. The public comments on 
the July 2, 2009 Federal Register notice 
were incorporated in a Federal Register 
notice that was issued on April 30, 2010 
(75 FR 22810). We now plan to issue the 
final hospital cost report Form CMS– 
2552–10 later this summer. However, in 
part, in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23878 through 
23880), we provided a summary of the 
public comments received on the July 2, 
2009 notice that specifically related to 
the relative weights and responded to 
those comments. Our responses to the 
comments in the FY 2011 IPPS/LTCH 
PPS proposed rule constituted our 
proposals for FY 2011 regarding the 
relative weights. 

Several commenters asked that CMS 
create cost centers to house the costs of 
magnetic resonance imaging (MRI), 
Computed Tomography (CT), nuclear 
medicine services, cardiac 
catheterization, drugs that require 
detailed coding, and 
magnetoencephalography (MEG). One 
commenter indicated, that in RTI’s July 
2008 report (http://www.rti.org/reports/
cms/), RTI made an argument that CMS 
should create new standard cost centers 
in which hospitals would report the 
costs of MRI scans, CT scans, cardiac 
catheterization, and drugs that require 
detailed coding, in addition to the new 
cost center for ‘‘Implantable Devices 
Charged to Patients.’’ The commenter 
stated that these additional lines are 
needed to distinguish items and services 
that hospitals tend to markup differently 
within existing revenue centers, citing 

RTI’s finding that CT scans have a 
significantly higher markup than most 
other radiology services. The 
commenter indicated that when CMS 
uses the overall radiology department 
CCR to convert charges for CT scans to 
costs, it overestimates the cost of these 
services, resulting in overstated relative 
weights for MS–DRGs under the IPPS 
and for APCs under the OPPS that 
incorporate CT scanning. The 
commenter argued that having a 
separate cost center for each of these 
services would resolve the problem. The 
commenter also stated that, while CMS 
has done something similar with the 
creation of the cost center for high cost 
medical devices, making cost center 
changes for some services, but not 
others, where such changes are 
warranted could create additional 
distortion in the relative weights. The 
commenter further argued that cost 
center changes should be made for all 
service areas with significant volume 
where services with sizable differences 
in markup are currently combined in a 
single cost center. The commenter 
asserted that creating these cost centers 
should not create reporting burden for 
hospitals because the RTI report 
indicated that roughly one-third of the 
hospitals are already reporting costs for 
CT scans, MRI scans, and cardiac 
catheterization under the specific 
nonstandard cost centers currently 
available in the cost report. 

Another commenter also 
recommended the creation of the cost 
centers for CT scans, MRI scans, and 
nuclear medicine services, but for 
different reasons than the first 
commenter. Specifically, this 
commenter believed these new cost 
centers are necessary in order for the 
high capital costs to be appropriately 
allocated to these services and to be 
correctly reflected in the CCRs that are 
used in the establishment of the MS– 
DRG and APC payment rates for the 
services. The commenter stated that, 
under the existing cost report structure, 
some providers are allocating high 
capital costs for these services in a 
single radiology line, diluting the high 
capital costs associated with CT scans, 
MRI scans, and nuclear medicine 
services across all radiology services, 
including low cost services. Therefore, 
the commenter concluded that the 
resulting radiology CCRs that CMS 
applies to charges for CT scans, MRI 
scans, and nuclear medicine services to 
arrive at the relative costs used to set 
payment rates for both the IPPS and 
OPPS understate the cost of high cost 
radiology services and overstate the cost 
of low cost radiology services, resulting 
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in payments that are too low for the 
high cost services. The commenter 
indicated that CMS should not only 
create these new cost centers but should 
also require all hospitals to use them, 
and should issue explicit instructions 
on how to report the costs of these 
services in the new standard cost 
centers. 

We agree that it is appropriate to 
create standard cost centers for CT 
scans, MRI scans, and cardiac 
catheterization and to require that 
hospitals report the costs and charges 
for these services under new cost 
centers on the revised Medicare cost 
report Form CMS 2552–10. As we 
discussed in the FY 2009 IPPS and CY 
2009 OPPS proposed and final rules, 
RTI found that the costs and charges of 
CT scans, MRI scans, and cardiac 
catheterization differ significantly from 
the costs and charges of other services 
included in the standard associated cost 
center. RTI also concluded that both the 
IPPS and OPPS relative weights would 
better estimate the costs of those 
services if CMS were to add standard 
costs centers for CT scanning, MRIs, and 
cardiac catheterization in order for 
hospitals to report separately the costs 
and charges for those services and in 
order for CMS to calculate unique CCRs 
to estimate the cost from charges on 
claims data. 

In its analysis, RTI concluded that the 
estimated costs for CT scanning and 
MRI scans would decline significantly 
and that the estimated cost for cardiac 
catheterization would increase modestly 
if specific standard cost centers were 
used. RTI found that cardiac 
catheterization has very different cost 
inputs from most cardiac testing (for 
example, electrocardiograms or cardiac 
stress testing) captured in the 5300 
‘‘Electrocardiology’’ cost center and that 
the accuracy of the CCR for both types 
of services, cardiac catheterization and 
other cardiac testing, would improve 
with creation of a standard cost center 
for cardiac catheterization. RTI also 
found that one-third of hospitals already 
report cardiac catheterization costs and 
charges separately through the available 
nonstandard cost center or through 
subscripted lines to the 
‘‘Electrocardiology’’ cost center. 
Similarly, RTI found that approximately 
one-third of hospitals already separately 
report the costs for CT scanning and 
MRI scans on their Medicare cost report 
through subscripted lines and the 
available nonstandard cost centers. We 
believe the current prevalence of 
reporting for the nonstandard cost 
centers for these three services suggests 
a modest hospital burden required to 
adopt these cost centers. 

We discussed the possibility of 
creating standard cost centers for these 
three different services in our CY 2009 
OPPS proposed and final rule with 
comment period (73 FR 41432 and 73 
FR 68525) and solicited general 
comments on RTI’s recommendations. 
The commenters who objected to the 
creation of the standard cost centers for 
CT scanning and MRI scans largely did 
so based on RTI projected lower 
estimated costs for these services if CMS 
created these cost centers. The 
commenters suggested that the current 
CCRs for advanced imaging may reflect 
a misallocation of capital costs and 
requested that CMS not adopt separate 
cost centers or statistical adjustment 
simulating lower CCRs for CT scanning 
and MRI until CMS could understand 
how providers are allocating the 
extensive capital costs for these services 
to the revenue producing cost centers. 
We also received comments suggesting 
that the accuracy of estimated costs 
would improve with better allocation, 
potentially increasing the CCR as more 
capital cost would be appropriately 
allocated to both CT scanning and MRI 
and not spread across all services in the 
radiology cost center. We noted in the 
CY 2009 OPPS/ASC final rule with 
comment period (73 FR 68525) that our 
recommended allocation of moveable 
equipment costs in Worksheet B of the 
Medicare cost report is based on dollar 
value, and that it would be important to 
encourage improved accuracy of capital 
allocation through dollar value or direct 
assignment if we were to make these 
cost centers standard cost centers. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23879), we stated 
that, at that time, we did not know the 
impact on CCRs and estimated costs of 
adopting standard cost centers specific 
to CT scanning and MRI. However, we 
stated our belief that these areas 
constitute significant payment under 
both the IPPS and OPPS and that these 
are common imaging services already 
widely reported by hospitals. Therefore, 
in the proposed rule, we proposed to 
adopt new standard cost centers for CT 
scanning and MRI. We agreed with 
those commenters who asserted that 
creation of standard cost centers for CT 
scanning and MRI would improve the 
accuracy of cost estimation for these 
services, in part by creating incentives 
for hospitals to more accurately allocate 
the capital and equipment associated 
with these services. 

With regard to cardiac catheterization, 
we received one comment on the CY 
2009 OPPS/ASC proposed rule 
suggesting that hospitals might find it 
difficult to allocate costs for these 
services to specific cost centers, 

especially for cardiac catheterization, 
and that allocated overhead costs 
would, in most cases, be an estimate (73 
FR 68527). However, given the number 
of hospitals already reporting the 
nonstandard cost center for cardiac 
catheterization and the number 
subscripting these costs and charges 
(approximately 50 percent, according to 
RTI’s July 2008 report (pages 71 and 72) 
at: http://www.rti.org/reports/cms/
HHSM-500-2005-0029I/PDF/Refining_
Cost_to_Charge_Ratios_200807
_Final.pdf), we believe that hospitals do 
allocate overhead costs to a cardiac 
catheterization-specific cost center. 

We also received public comments on 
the cost report notice urging us to create 
standard cost centers for nuclear 
medicine services, for drugs that require 
detailed coding, and for MEG. In the 
proposed rule, we indicated that we 
continue to believe that it is not 
appropriate to create standard cost 
centers for these three services. The 
Medicare cost report already contains 
standard cost center 4300 (Radioisotope) 
to capture the costs and charges for the 
radioisotopes used in nuclear medicine 
services, the items that may have 
significantly different costs and hospital 
markup than the supplies and 
equipment used in other radiology 
services. Moreover, the cost report 
already contains standard cost center 
4100 (Diagnostic Radiology) in which 
the costs of staff, minor equipment, and 
supplies for diagnostic nuclear 
medicine services can be reported. 
Major moveable equipment should be 
allocated to this cost center on 
Worksheet B unless the provider 
received approval from its contractor for 
direct assignment of the costs (Provider 
Reimbursement Manual (PRM), Part I, 
Section 2307). Therefore, we continue to 
believe that creating a new standard cost 
center for nuclear medicine services is 
not necessary. We also continue to 
believe that it is not appropriate to 
create a standard cost center for drugs 
that require detailed coding. We refer 
readers to the CY 2009 OPPS/ASC final 
rule with comment period (73 FR 
68655) for a detailed discussion on our 
final decision not to create this cost 
center. Finally, with respect to MEG 
services, the extremely low volume of 
claims for MEG services furnished to 
Medicare beneficiaries in the hospital 
outpatient setting and the extremely low 
number of hospitals that report these 
codes relative to the volumes we 
typically have considered in adding 
both standard and nonstandard cost 
centers to the cost report lead us to 
conclude that a specific cost center for 
MEG is not justified at this time. 
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Comment: Commenters both 
supported and opposed our proposal to 
establish standard cost centers for the 
reporting of costs for CT scanning and 
for MRI. Some commenters supported 
the proposal because they agree with 
RTI’s finding that there is aggregation 
bias in the radiology cost centers. RTI 
found that CT and MRI scans have a 
significantly higher markup in their 
respective nonstandard cost centers or 
subscripted standard cost center lines 
than most other radiology services. The 
commenters indicated that when CMS 
uses the overall radiology department 
CCR that ‘‘ignores’’ costs and charges 
reported in the CT and MRI 
nonstandard cost centers and other 
subscripted cost centers to convert 
charges to costs for CT and MRI scans, 
it overestimates the cost of these 
services, resulting in overstated relative 
weights for MS–DRGs under the IPPS 
and for APCs under the OPPS that 
incorporate CT scanning. These 
commenters believed that the creation 
of standard cost centers for CT scanning 
and MRI services will result in more 
accurate estimation of the cost of these 
services. 

Some commenters who objected to 
the proposal believed that it is 
premature to establish these new 
standard cost centers without 
understanding the payment 
implications of these changes on both 
IPPS relative weights and OPPS 
payments. The commenters were 
concerned that adoption of these cost 
centers would result in very low CCRs 
for these services, as already observed in 
the nonstandard cost centers and 
estimated by RTI in its July 2008 report. 
Some commenters stated that if the 
proposal were finalized, they believe 
that a chest CT scan would be paid at 
the same level as a routine chest X-ray 
under the OPPS. Commenters also were 
concerned that estimating costs on 
claims data using CCRs based on cost 
and charge data from standard cost 
centers for CT scanning and MRI 
services would adversely impact 
payment for the technical component of 
imaging services paid under the 
Medicare Physician Fee Schedule 
(MPFS), which is capped at the level 
paid under the OPPS fee schedule. 
Commenters suggested that CMS 
examine all the costs incorporated into 
CT scans and MRI services before 
accepting very low CCRs for these 
services. Some commenters suggested 
that CMS should analyze the CCR 
methodology by performing specific 
procedure cost comparisons of low 
value versus high value diagnostic 
imaging equipment for both inpatient 

and outpatient settings to ensure that 
the CCRs accurately reflect the cost of 
capital equipment used in the procedure 
cost. 

Response: After consideration of these 
comments, we continue to believe that 
the creation of standard cost centers for 
CT scanning and MRI services is 
necessary because of the potentially 
significant improvement in the accuracy 
of estimated costs, as recommended by 
RTI. We understand the commenters’ 
concerns that the final CCRs for CT 
scans and MRI maybe low in light of 
current cost report data findings and 
that this may result in lower payment 
for CT scans and MRI services. We do 
not believe that we can assess whether 
inappropriate payments would result 
with our current data and, for that 
reason, we believe that we should 
collect standard cost center cost and 
charge data for these areas, using those 
data to assess the resulting CCRs 
specific to CT scanning and MRI 
services as a means of eliminating 
aggregation bias for these and other 
radiology services in the IPPS and 
OPPS. Therefore, we are establishing 
standard cost centers for CT scanning 
and MRI services in hospital cost 
reports for cost report periods beginning 
on or after May 1, 2010. We believe that 
establishing these standard cost centers 
is necessary to improving the accuracy 
of estimating costs for imaging services 
and will allow us to perform the impact 
assessment that some commenters want 
us to do. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23880), we also 
noted that there is typically a 3-year lag 
between the availability of the cost 
report data that we use to calculate the 
relative weights both under the IPPS 
and the OPPS and a given fiscal or 
calendar year, and therefore, the data 
from the proposed standard cost centers 
for CT scans, MRI, and cardiac 
catheterization respectively, should they 
be finalized, would not even be 
available for possible use in calculating 
the relative weights earlier than 3 years 
after Form CMS–2552–10 becomes 
available. We stated that at that time, we 
would analyze the data and determine 
if it is appropriate to use those data to 
create distinct CCRs from these cost 
centers for use in the relative weights 
for the respective payment systems. 
Therefore, we wish to reassure the 
commenters that there is no need for 
immediate concern regarding possible 
negative payment impacts on MRI and 
CT scans under the IPPS and OPPS 
because the cost report data that would 
be used for the calculation of the 
relative weights is at least 3 years from 
being available. We will first thoroughly 

analyze and run impacts on the data and 
provide the public with the opportunity 
to comment, as usual, before distinct 
CCRs for MRI and CT scans would be 
finalized for use in the calculation of the 
relative weights. Our decision to finalize 
our proposal regarding cost centers for 
these services is only the first step to a 
longer process during which we will 
continue to consider public comment. 

In this final rule, we are finalizing our 
proposal to create standard cost centers 
for MRI and CT scans on the new 
Medicare cost report Form CMS–2552– 
10, and urge all hospitals to properly 
report their costs and charges for MRI, 
CT scans, and all other services so that, 
in several years’ time, we will have 
reliable data from all hospitals on which 
to base a decision as to whether to 
incorporate additional CCRs into the 
relative weight calculation. We note that 
the impact on physician payment for the 
technical component of these services 
that results from changes to payment to 
hospitals is not within scope of the 
proposed rule. 

Comment: Some commenters stated 
that the current reporting of the high 
cost of CT and MRI equipment results 
in inaccurate estimates of the cost of 
these services. Specifically, they 
asserted that some hospitals consider 
CT and MRI equipment costs to be 
capital costs, which are spread across 
various cost centers based on square 
footage or another allocation 
methodology, resulting in an 
underallocation of capital costs to the 
radiology department and CT and MRI 
nonstandard cost centers and 
inappropriately low CCRs for these 
services. In addition, the commenters 
believed that some hospitals report CT 
and MRI equipment costs as part of 
hospital fixtures and not as moveable 
equipment, allocating their direct 
capital costs across the whole hospital, 
rather than to the radiology cost center. 
One commenter stated the revised 
Medicare cost report Form 2552–10 
recommended using a simplified cost 
allocation methodology where movable 
equipment is allocated on a square 
footage basis, which appeared contrary 
to the IPPS proposed rule that discussed 
that a dollar value could be used as the 
statistical basis for cost allocation. 

Finally, some commenters stated that 
hospitals do not have an incentive to 
report these costs accurately in 
disaggregated cost centers, given the 
time and resources to do the cost 
allocation. They believed that hospitals 
have a modest incentive to spread their 
capital cost across all services rather 
than allocating imaging equipment costs 
in the imaging cost centers. One 
commenter argued that because many 
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non-Medicare third party payers 
continue to pay hospitals on the basis of 
a percentage of charges and, to the 
extent that specific allocation of 
equipment and other capital costs to 
MRI and CT scans reduces the charges 
for other services, hospital may have a 
financial disincentive to specifically 
allocate those costs. The commenter 
also pointed out that, in some States, 
cost reporting practices are required to 
conform to State regulatory 
requirements, which may be 
inconsistent with specific allocation of 
capital costs. 

Response: Section 104 of the PRM–1 
contains definitions of buildings 
(section 104.2), building equipment 
(section 104.3), major moveable 
equipment (section 104.4), and minor 
equipment (section 104.5) that apply for 
purposes of cost report completion. We 
believe that it is clear that CT and MRI 
equipment are ‘‘major moveable 
equipment’’ and are neither a building 
cost nor a building equipment cost. 
Specifically, section 104.4 of the PRM– 
1 defines ‘‘major moveable equipment’’ 
as follows: ‘‘The general characteristics 
of this equipment are: (a) A relatively 
fixed location in the building; (b) 
capable of being moved, as 
distinguished from building equipment; 
(c) a unit cost sufficient to justify ledger 
control; (d) sufficient size and identity 
to make control feasible by means of 
identification tags; and (e) a minimum 
life of approximately three years. Major 
moveable equipment includes such 
items as accounting machines, beds, 
wheelchairs, desks, vehicles, x-ray 
machines, etc.’’ In addition to this 
longstanding instruction, we believe 
that our view that CT scanning and MRI 
equipment are major moveable 
equipment is supported by the 2008 
edition of ‘‘Estimated Useful Lives of 
Depreciable Hospital Assets,’’ which 
states that the estimated useful life of a 
CT scanner is 5 years, an MRI is 5 years, 
and an X-ray unit is 7 years. Therefore, 
we believe that our longstanding policy 
makes it clear that CT scanning and MRI 
equipment is major moveable 
equipment and should be reported as 
such on the cost report. As major 
moveable equipment, the costs should 
be reported together with the rest of the 
hospital’s major moveable equipment 
cost in the ‘‘Capital Related Cost— 
Moveable Equipment’’ cost center(s) on 
Worksheet A (lines 2 and 4). The costs 
in this cost center are allocated to all the 
hospital’s cost centers that use major 
moveable equipment (including CT and 
MRI) using ‘‘dollar value’’ or ‘‘square 
feet’’ if the provider obtained the 
contractor’s approval under Provider 

Reimbursement Manual, Part II (PRM– 
II), Section 3617, to use the simplified 
cost allocation methodology. However, a 
hospital that is concerned that this 
method of allocation may result in 
inaccurate CCRs (on Worksheet C, Part 
I) for the CT scan, MRI, and other 
ancillary cost centers may request 
contractor approval under section 2307 
of the PRM–I to directly assign the cost 
of moveable equipment to all of the 
hospital’s cost centers that use moveable 
equipment, including CT scans and 
MRI. If the hospital meets all of the 
criteria in section 2307 of the PRM–I, 
the contractor may approve the direct 
assignment method. This would ensure 
that the high cost of the CT scanning 
and MRI equipment would be reflected 
in the CCR that would be calculated for 
those departments and that would be 
used to estimate the cost of CT scanning 
and MRI services. In any case, hospitals 
with accounting systems that include 
the cost of CT scanning and MRI 
equipment in the ‘‘Capital Related 
Costs—Building and Fixtures’’ cost 
center should correct their cost 
reporting practices to come into 
compliance with CMS longstanding 
policy in this regard. Reporting of costs 
and charges on the Medicare cost report 
must be compliant with Medicare cost 
reporting principles, regardless of 
differing payment structures and 
incentives of other payers or State 
reporting requirements. 

Comment: Commenters raised 
concerns about rural hospitals being 
unable to accurately report costs in CT 
scanning, MRI and cardiac 
catheterization cost centers. One 
commenter noted that rural hospitals, 
like CAHs, provide some of these 
radiology services internally or through 
arrangement, and that it is difficult for 
them to track the costs for these cost 
centers. The commenter requested that 
CAHs be exempt from the requirement 
to report their costs in the proposed 
standard cost centers. Other 
commenters noted that the proposed 
creation of a standard cardiac 
catheterization cost center would pose a 
significant burden to hospitals to change 
their cost reporting to allocate costs to 
this cost center. In particular, they 
stated that smaller hospitals may have 
fewer resources to be able to separate 
their costs and charges for these cost 
centers, which would pose a significant 
burden. The commenters indicated that, 
for example, while revenue code 481 
‘‘Cardiology-Catheterization Lab’’ 
contains cardiac catheterization charges, 
there are some revenue codes that 
contain other charges for cardiac 
catheterization, like revenue codes 360 

and 361, ‘‘Operating Room-General’’ and 
‘‘Operating Room-Minor,’’ respectively. 

Response: As we stated in the CY 
2009 OPPS final rule (73 FR 68522), 
with regard to creation of new cost 
centers, hospitals that do not currently 
maintain distinct departments or 
accounts in their internal accounting 
systems for CT scanning, MRI, or 
cardiac catheterization are not required 
to create distinct departments or 
accounts. We do not expect additional 
burden for reporting under these new 
standard cost centers to be significant 
because hospitals that provide these 
services and maintain a separate 
account for these services in their 
internal accounting records to capture 
the costs and charges are currently 
required in accordance with 
§ 413.53(a)(1) to report these cost 
centers in the cost report, even if CMS 
does not identify a cost center code for 
the department(s). Specifically, under 
those regulations defining the 
departmental method of cost 
apportionment, the hospital must 
separately apportion the cost of each 
ancillary department. CMS defines a 
cost center in PRM–I, Section 2302.8, as 
an organizational unit, generally a 
department or its subunit, having a 
common functional purpose for which 
direct and indirect costs are 
accumulated, allocated, and 
apportioned. With respect to the 
comments regarding the revenue codes 
for cardiac catheterization, if the 
hospital operates a separate department 
for cardiac catheterization and 
maintains a separate General Ledger 
account for this department, the 
hospital would be expected to report the 
costs and charges in the new cardiac 
catheterization standard cost center and 
ensure that the charges are billed under 
appropriate UB revenue codes. 

Comment: Some commenters 
supported the proposal to create a 
standard cost center for cardiac 
catheterization services. However, some 
commenters objected to the proposal to 
create a standard cost center for Cardiac 
Catheterization. Some commenters were 
uncertain whether it would have a 
significant impact on charge 
compression and believed that it may 
not be necessary to secure more accurate 
estimated costs. Commenters were 
concerned that RTI’s analysis of charge 
compression in the cardiology cost 
centers may be flawed; when RTI 
analyzed the costs and charges included 
in the current nonstandard cardiac 
catheterization cost center, RTI 
hypothesized that the nonstandard 
cardiac catheterization cost center 
contains costs from services that were 
not cardiac catheterization. As such, 
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commenters believed that hospitals may 
not be reporting their costs 
appropriately for this cost center. 

Response: We continue to believe that 
it is appropriate to create a standard cost 
center to capture the cost and charges of 
cardiac catheterization services in 
hospitals that maintain the cost of such 
services in distinct departments or 
accounts, and that standardizing where 
hospitals report their costs and charges 
for cardiac catheterization will improve 
the estimation of the cost of this high 
volume Medicare service for both the 
IPPS and the OPPS. Moreover, once the 
information from a standard cardiac 
catheterization cost center is available, 
we will carefully evaluate the effect on 
the CCRs that are derived from these 
data and will make the decision 
regarding whether to implement the 
resulting CCRs, as usual, through our 
public Federal Register proposed and 
final notice process. However, in this 
final rule, we are finalizing our proposal 
to add a standard cost center to the cost 
report for cardiac catheterization. 

Comment: Commenters opposed a 
regression-based approach for 
addressing charge compression in the 
relative weights where CMS would use 
regression-based CCRs in the relative 
weights methodology. The commenters 
preferred more accurate and uniform 
cost reporting, to mitigate charge 
compression in the cost-based relative 
weights. 

Response: We agree that more 
accurate cost reporting is a better means 
of mitigating charge compression than 
applying regression-based adjustments 
and, for this reason, have proposed to 
create certain cost centers that we 
believe will ultimately result in more 
refined CCRs, thereby leading to better 
estimates of hospital cost for MRI, CT 
scanning, and cardiac catheterization 
services about which the public has 
repeatedly raised concerns due to the 
hospital practice of setting charges for 
low cost services at a much higher 
percentage of cost than the percentage 
by which the charge for high cost 
services exceeds the cost of those 
services. 

Comment: One commenter stated that 
CMS should work closely with the 
hospital industry for comprehensive 
cost report reform rather than have 
piecemeal changes to the cost report. 
The commenter believed that CMS’ 
collaboration with the industry would 
promote cost report simplification. 

Response: We have just completed a 
major redesign of the hospital cost 
report in which the public had multiple 
opportunities to provide input to the 
specific proposed revisions. However, 
that larger redesign, reassessment, and 

revision effort does not negate the need 
to make additional targeted changes as 
appropriate to resolve particular 
identified problems, such as aggregation 
bias in the payment for devices, CT 
scanning, MRI services and cardiac 
catheterization. As discussed above, the 
proposal to create standard cost centers 
for CT scanning, MRI services and 
cardiac catheterization evolved from the 
findings of the RTI report of aggregation 
bias in the payment of several types of 
services paid under the IPPS and OPPS, 
including, but not limited to, high cost 
medical devices for which CMS created 
a standard cost center for cost report 
periods beginning on and after May 1, 
2009. We believe that the creation of 
standard cost centers for CT scanning, 
MRI services, and cardiac 
catheterization is both appropriate and 
that CMS has provided numerous 
opportunities for public input. 

Comment: One commenter 
recommended that CMS issue explicit, 
unambiguous guidance to hospitals on 
how to improve allocation of large 
capital costs to the radiology cost center. 
The commenter noted that the draft 
Medicare cost report Form 2552–10 did 
not provide any mandatory reporting 
guidance to hospitals on how to 
improve the accuracy of cost allocation 
for imaging equipment. 

Response: We believe that the current 
instructions on allocation of the cost of 
major moveable equipment needed to 
provide CT scans, MRIs, and other 
radiology services are clear. We refer 
readers to the regulations at 42 CFR 
413.24(b) and 413.24(f) and CMS 
instructions in Sections 2304 through 
2320 of the PRM–I and Sections 3617 
and 3618 of the PRM–II. 

Comment: One commenter raised a 
number of concerns about what CT and 
MRI information hospitals should report 
in these cost centers. Those concerns 
include whether equipment installation 
or de-installation or equipment 
maintenance costs are reported in this 
cost center and whether costs associated 
with supplies related to MRI and CT 
equipment (like diagnostic contrast 
agents) are reported in this cost center. 
The commenter speculated whether 
each new item of advanced diagnostic 
equipment warranted a new cost center. 
The commenter requested that CMS 
provide guidance to the hospital 
industry on what types of costs should 
be reported in these cost centers. 

Response: As with any other ancillary 
cost center, the providers would report 
the direct cost accumulated in the CT 
scanning or MRI departmental accounts 
that are reflected in the general ledger 
working trial balance. 

Comment: One commenter 
recommended that CMS work with the 
Medicare contractors to simplify the 
cost allocation process, which the 
commenter found to be lengthy and 
burdensome. The commenter stated that 
if hospitals want to change the order of 
allocation or their allocation statistics, 
they must make a written request to 
their fiscal intermediary or MAC 90 
days prior to the end of the cost 
reporting period. The commenter stated 
that the hospital must demonstrate that 
the change more accurately allocates 
costs and provide supporting 
documentation. The fiscal intermediary 
or MAC has 60 days to decide whether 
or not to approve or deny the request, 
while the provider must maintain both 
sets of cost allocation statistics in the 
meantime. The commenter requested 
that CMS simplify this process. 

Response: We believe that the current 
process provides Medicare contractors 
with the minimum time needed to 
evaluate a contractor request to change 
the order of allocation or their allocation 
statistics, given the importance of the 
decision and the need for the contractor 
to assess whether the change would 
result in a more valid determination of 
hospital costs. 

Comment: Commenters encouraged 
CMS to ensure that hospitals are 
appropriately allocating costs to the 
Implantable Devices Charged to Patients 
cost center, which was a standard cost 
center that we added for cost report 
periods beginning on and after May 1, 
2009, as a result of the findings of the 
RTI report that there is aggregation bias 
in our estimates of the cost of expensive 
medical devices. 

Response: Hospitals are expected to 
comply with our regulations at 42 CFR 
413.24(b)(1) and 413.24(f) and to follow 
the instructions in Sections 2304 
through 2320 of the PRM–I and Sections 
3617 and 3618 of the PRM–II, as well as 
all other related instructions when 
allocating cost to the Implantable 
Devices Charged to Patients cost center. 
Medicare contractors review how 
hospitals allocate costs on the Medicare 
cost report for all cost centers, including 
the Implantable Devices Charged to 
Patients cost center, in accordance with 
their audit plans. 

Comment: One commenter opposed 
the HSRV methodology for 
standardization of the relative weights. 
The commenter found this methodology 
to be inappropriate in a cost-based 
relative weight methodology and only 
appropriate for removing the effects of 
different markup practices in a charge- 
based relative weight methodology. 

Response: We appreciate the 
comment but note that we did not 
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propose any changes with respect to the 
HSRV methodology for standardizing 
the relative weights. 

In summary, we are establishing 
standard cost centers for CT scanning, 
MRI services, and cardiac 
catheterization in hospital cost reports 
for cost report periods beginning on or 
after May 1, 2010. 

F. Preventable Hospital-Acquired 
Conditions (HACs), Including Infections 

1. Background 

a. Statutory Authority 
Section 1886(d)(4)(D) of the Act 

addresses certain hospital-acquired 
conditions (HACs), including infections. 
Section 1886(d)(4)(D) of the Act 
specifies that by October 1, 2007, the 
Secretary was required to select, in 
consultation with the Centers for 
Disease Control and Prevention (CDC), 
at least two conditions that: (a) Are high 
cost, high volume, or both; (b) are 
assigned to a higher paying MS–DRG 
when present as a secondary diagnosis 
(that is, conditions under the MS–DRG 
system that are CCs or MCCs); and (c) 
could reasonably have been prevented 
through the application of evidence- 
based guidelines. Section 1886(d)(4)(D) 
of the Act also specifies that the list of 
conditions may be revised, again in 
consultation with CDC, from time to 
time as long as the list contains at least 
two conditions. 

Section 1886(d)(4)(D)(iii) of the Act 
requires that hospitals, effective with 
discharges occurring on or after October 
1, 2007, submit information on 
Medicare claims specifying whether 
diagnoses were present on admission 
(POA). Section 1886(d)(4)(D)(i) of the 
Act specifies that effective for 
discharges occurring on or after October 
1, 2008, Medicare no longer assigns an 
inpatient hospital discharge to a higher 
paying MS–DRG if a selected condition 
is not POA. Thus, if a selected condition 
that was not POA manifests during the 
hospital stay, it is considered a HAC 
and the case is paid as though the 
secondary diagnosis was not present. 
However, even if a HAC manifests 
during the hospital stay, if any 
nonselected CC/MCC appears on the 
claim, the claim will be paid at the 
higher MS–DRG rate. Under the HAC 
payment policy, all CCs/MCCs on the 
claim must be HACs in order to generate 
a lower MS–DRG payment. In addition, 
Medicare continues to assign a 
discharge to a higher paying MS–DRG if 
a selected condition is POA. 

The POA indicator reporting 
requirement and the HAC payment 
provision apply to IPPS hospitals only. 
Non-IPPS hospitals, including CAHs, 

LTCHs, IRFs, IPFs, cancer hospitals, 
children’s hospitals, hospitals in 
Maryland operating under waivers, rural 
health clinics, federally qualified health 
centers, RNHCIs, and Department of 
Veterans Affairs/Department of Defense 
hospitals, are exempt from POA 
reporting and the HAC payment 
provision. Throughout this section, the 
term ‘‘hospital’’ refers to an IPPS 
hospital. 

The HAC provision found in section 
1886(d)(4)(D) of the Act is part of an 
array of Medicare value-based 
purchasing (VBP) tools that we are using 
to promote increased quality and 
efficiency of care. Those tools include 
measuring performance, using payment 
incentives, publicly reporting 
performance results, applying national 
and local coverage policy decisions, 
enforcing conditions of participation, 
and providing direct support for 
providers through Quality Improvement 
Organization (QIO) activities. The 
application of VBP tools, such as this 
HAC provision, is transforming 
Medicare from a passive payer to an 
active purchaser of higher value health 
care services. We are applying these 
strategies for inpatient hospital care and 
across the continuum of care for 
Medicare beneficiaries. 

These VBP tools are highly 
compatible with the underlying 
purposes as well as existing structural 
features of Medicare’s IPPS. Under the 
IPPS, hospitals are encouraged to treat 
patients efficiently because they receive 
the same DRG payment for stays that 
vary in length and in the services 
provided, which gives hospitals an 
incentive to avoid unnecessary costs in 
the delivery of care. In some cases, 
conditions acquired in the hospital do 
not generate higher payments than the 
hospital would otherwise receive for 
cases without these conditions. To this 
extent, the IPPS encourages hospitals to 
avoid complications. 

However, the treatment of certain 
conditions can generate higher Medicare 
payments in two ways. First, if a 
hospital incurs exceptionally high costs 
treating a patient, the hospital stay may 
generate an outlier payment. Because 
the outlier payment methodology 
requires that hospitals experience large 
losses on outlier cases before outlier 
payments are made, hospitals have an 
incentive to prevent outliers. Second, 
under the MS–DRGs system that took 
effect in FY 2008 and that has been 
refined through rulemaking in 
subsequent years, certain conditions can 
generate higher payments even if the 
outlier payment requirements are not 
met. Under the MS–DRG system, there 
are currently 259 sets of MS–DRGs that 

are split into 2 or 3 subgroups based on 
the presence or absence of a CC or an 
MCC. The presence of a CC or an MCC 
generally results in a higher payment. 
However, since we implemented the 
HAC provisions, if a secondary 
diagnosis acquired during a hospital 
stay is a HAC and no other CCs or MCCs 
are present, the hospital receives a 
payment under the MS–DRGs as if the 
HACs were not present. (We refer 
readers to section II.D. of the FY 2008 
IPPS final rule with comment period for 
a discussion of DRG reforms (72 FR 
47141).) 

b. HAC Selection 

Beginning in FY 2007, we have 
proposed, solicited, and responded to 
public comments and have 
implemented section 1886(d)(4)(D) of 
the Act through the IPPS annual 
rulemaking process. For specific 
policies addressed in each rulemaking 
cycle, we direct readers to the following 
publications: the FY 2007 IPPS 
proposed rule (71 FR 24100) and final 
rule (71 FR 48051 through 48053); the 
FY 2008 IPPS proposed rule (72 FR 
24716 through 24726) and final rule 
with comment period (72 FR 47200 
through 47218); the FY 2009 IPPS 
proposed rule (73 FR 23547), and final 
rule (73 FR 48471); and the FY 2010 
IPPS/RY 2010 LTCH PPS proposed rule 
(74 FR 24106) and final rule (74 FR 
43782). A complete list of the 10 current 
categories of HACs is included in 
section II.F.2. of this preamble. 

In the FY 2011 IPPS/LTCH proposed 
rule (75 FR 23880 through 23898), we 
did not propose any additional HACs or 
changes to policies already established 
under the authority of section 
1886(d)(4)(D) of the Act. 

c. Collaborative Process 

As noted in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 23881), in 
establishing the HAC payment policy 
under section 1886(d)(4)(D) of the Act, 
our experts have worked closely with 
public health and infectious disease 
professionals from across the 
Department of Health and Human 
Services, including CDC, the Agency for 
Healthcare Research and Quality 
(AHRQ), and the Office of Public Health 
and Science (OPHS), to identify the 
candidate preventable HACs, review 
comments, and select HACs. CMS and 
CDC have also collaborated on the 
process for hospitals to submit a POA 
indicator for each diagnosis listed on 
IPPS hospital Medicare claims and on 
the payment implications of the various 
POA reporting options. As discussed 
below, we have also used rulemaking 
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and Listening Sessions to obtain public 
input. 

d. Application of HAC Payment Policy 
to MS–DRG Classifications 

As described above, in certain cases 
application of the HAC payment policy 
provisions can result in MS–DRG 
reassignment to a lower paying MS– 

DRG. The following diagram portrays 
the logic of the HAC payment policy 
provision as adopted in the FY 2008 
IPPS final rule with comment period (72 
FR 47200) and in the FY 2009 IPPS final 
rule (73 FR 48471): 

e. Public Input Regarding Selected and 
Potential Candidate HACs 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23880 through 
23898), we did not propose to add or 
remove categories of HACs, nor did we 
propose any changes to previously 
established policies. 

Given the timeliness of the HAC 
discussion, particularly when 
considered within the context of recent 
legislative health care reform initiatives, 
however, we remain eager to engage in 
an ongoing public dialogue about the 
various aspects of this policy. We plan 
to continue to include updates and 
findings from the RTI evaluation on 
CMS’ Hospital-Acquired Conditions and 
Present on Admission Indicator Web 
site available at: http:// 
www.cms.hhs.gov/HospitalAcqCond/. 

f. POA Indicator Reporting 
Collection of POA indicator data is 

necessary to identify which conditions 
were acquired during hospitalization for 
the HAC payment provision as well as 
for broader public health uses of 
Medicare data. In the FY 2011 IPPS/ 
LTCH PPS proposed rule, we listed the 
instructions and change requests that 
were issued to IPPS hospitals and also 
to non-IPPS hospitals regarding the 
submission of POA indicator data for all 
diagnosis codes on Medicare claims and 
the processing of non-PPS claims (75 FR 
23381) We also indicated that specific 
instructions on how to select the correct 
POA indicator for each diagnosis code 
were included in the ICD–9–CM Official 
Guidelines for Coding and Reporting, 
available on the CDC Web site at: 
http://www.cdc.gov/nchs/data/icd9/
icdguide09.pdf. We reiterate that 

additional information regarding POA 
indicator reporting and application of 
the POA reporting options is available 
on the CMS Web site at: http://www.
cms.hhs.gov/HospitalAcqCond 
although, historically we have not 
provided coding advice. Rather, we 
collaborate with the American Hospital 
Association (AHA) through the Coding 
Clinic for ICD–9–CM. We continue to 
collaborate with the AHA to promote 
the Coding Clinic for ICD–9–CM as the 
source for coding advice about the POA 
indicator. 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23882) 
as well as in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43784), 
there are five POA indicator reporting 
options, as defined by the ICD–9–CM 
Official Guidelines for Coding and 
Reporting: 

Indicator Descriptor 

Y ........................ Indicates that the condition was present on admission. 
W ....................... Affirms that the hospital has determined that, based on data and clinical judgment, it is not possible to document when the 

onset of the condition occurred. 
N ........................ Indicates that the condition was not present on admission. 
U ........................ Indicates that the documentation is insufficient to determine if the condition was present at the time of admission. 
1 ......................... Signifies exemption from POA reporting. CMS established this code as a workaround to blank reporting on the electronic 

4010A1. A list of exempt ICD–9–CM diagnosis codes is available in the ICD–9–CM Official Guidelines for Coding and Re-
porting. 
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In the FY 2009 IPPS final rule (73 FR 
48486 through 48487), we adopted final 
payment policies to: (1) Pay the CC/ 
MCC MS–DRGs for those HACs coded 
with ‘‘Y’’ and ‘‘W’’ indicators; and (2) not 
pay the CC/MCC MS–DRGs for those 
HACs coded with ‘‘N’’ and ‘‘U’’ 
indicators. 

On or after January 1, 2011, hospitals 
are required to begin reporting POA 
indicators using the 5010 electronic 
transmittal standards format. The 5010 
format removes the need to report a 
POA indicator of ‘‘1’’ for codes that are 
exempt from POA reporting. The POA 
indicator of ‘‘1’’ is currently being used 
because of reporting restrictions from 
the use of the 4010 electronic 
transmittal standards format. 

Comment: Several commenters 
supported CMS’ plans to no longer 
require a POA indicator of ‘‘1’’ for codes 
exempt from the POA reporting 
requirement with the implementation of 
the new 5010 electronic transaction 
standards. 

Response: We appreciate the 
commenters’ support of our efforts to 
move to the new 5010 electronic 
transaction standards format. We agree 
that the use of this format will prove 
beneficial for a number of reasons, 
including POA indicator reporting as 
well as facilitating the move to the use 
of ICD–10 coding systems. 

Hospitals reporting with the 5010 
format on and after January 1, 2011, will 
no longer report a POA indicator of ‘‘1’’ 
for POA exempt codes. The POA field 
will instead be left blank for codes 
exempt from POA reporting. We plan to 
issue CMS instructions on this reporting 
change. 

2. HAC Conditions for FY 2011 

As changes to diagnosis codes and 
new diagnosis codes are proposed and 
finalized for the list of CCs and MCCs, 
we modify the list of selected HACs to 
reflect these changes. In Table 6A in the 
Addendum to the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 24207), we 

listed the proposed addition of five new 
ICD–9–CM diagnosis codes to replace 
existing ICD–9–CM code 999.6 (ABO 
incompatibility reaction) for FY 2011. 
ICD–9–CM code 999.6 is currently the 
only code identified under the Blood 
Incompatibility HAC category. We 
proposed to delete code 999.6 and form 
a new subcategory of code 999.6 to 
identify new diagnoses relating to ABO 
incompatibility reaction due to 
transfusion of blood or blood products. 
These diagnoses meet the criteria for the 
Blood Incompatibility HAC category 
based on the predecessor code 999.6 
being a selected HAC. 

As shown in Table 6C in the 
Addendum to the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 24210), we 
proposed that code 999.6 become 
invalid as a diagnosis code in FY 2011 
with the creation of this new ICD–9–CM 
subcategory. This proposed new 
subcategory would allow room for 
expansion and the creation of the 
following new diagnosis codes: 

ICD–9–CM 
Code Code Descriptor 

Proposed 
CC/MCC 

esignation 

999.60 ............... ABO incompatibility reaction, unspecified ............................................................................................................ CC 
999.61 ............... ABO incompatibility with hemolytic transfusion reaction not specified as acute or delayed ............................... CC 
999.62 ............... ABO incompatibility with acute hemolytic transfusion reaction ............................................................................ CC 
999.63 ............... ABO incompatibility with delayed hemolytic transfusion reaction ........................................................................ CC 
999.69 ............... Other ABO incompatibility reaction ...................................................................................................................... CC 

We invited public comments on the 
proposed adoption of the five ICD–9– 
CM diagnosis codes as CCs that are 
listed above which, if finalized, would 
be added to the current HAC Blood 
Incompatibility category. 

Comment: Several commenters 
supported CMS’ proposal to add new 
ICD–9–CM codes 999.60, 999.61, 
999.62, 999.63, and 999.69, to replace 
code 999.6, to specify ABO 
incompatibility reaction for FY 2011 
and their classification as CCs. 

Response: We appreciate the support 
of the commenters. We are finalizing 
our proposal to make code 999.6 an 
invalid code and to add codes 999.60, 
999.61, 999.62, 999.63, and 999.69 as 
CCs to the HAC blood incompatibility 
category for FY 2011. 

Comment: Some commenters 
questioned why the five ICD–9–CM 
codes (999.60, 999.61, 999.62, 999.63, 
and 999.69) were being proposed to 
replace the existing code (999.6) to 
identify blood incompatibility when the 
analysis indicated that only an 
extremely low volume of discharges (23) 
reported this condition as a secondary 
diagnosis. 

Response: The five ICD–9–CM codes 
listed above were proposed and 
finalized through the ICD–9–CM 
Coordination and Maintenance 
Committee meeting process. Further 
information regarding the diagnosis 
coding proposal for Hemolytic 
Transfusion Reactions (HTR) from the 
September 17, 2009 meeting can be 
located at the following CDC Web site: 
http://www.cdc.gov/nchs/icd/icd9cm_
maintenance.htm. 

For the reasons set forth in the 
proposed rule, we are finalizing our 
proposal to make code 999.6 an invalid 
code and to add codes 999.60, 999.61, 
999.62, 999.63, and 999.69 as CCs to the 
HAC blood incompatibility category for 
FY 2011. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23882 and 23883), 
we also invited public comment on our 
proposal that the current list of HAC 
categories and the ICD–9–CM codes that 
had been finalized through FY 2010 
continue to be subject to the HAC 
payment provision for FY 2011. We also 
indicated that the final FY 2011 list of 
HAC conditions would include the 
proposed five new refinement codes to 
identify blood incompatibility as CCs if 

these codes were finalized. We received 
public comments on our proposal that 
the listed conditions continue to be 
subject to the HAC payment provisions 
which are summarized below. 

Comment: One commenter stated that 
the current HAC categories and codes 
finalized through FY 2010 are, for the 
most part, rational based on the 
statutory criteria that HACs must be 
high cost, high volume, or both and 
reasonably preventable through the 
application of evidence based 
guidelines. However, the commenter 
expressed reservations regarding the 
inclusion of deep vein thrombosis 
(DVT) and pulmonary embolism (PE) 
following certain orthopedic 
procedures. The commenter stated that 
the proportion of these events that can 
be prevented with evidence-based 
guidelines is unclear, given that there is 
uncertainty about the ideal length of 
time DVT prophylaxis should be 
continued postoperatively, differing 
practices and guidelines for DVT 
prophylaxis, and patient-specific factors 
(that is, thrombophilia) that can impact 
risk of postoperative venous 
thromboembolism. The commenter 
stated that an unintended consequence 
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of this HAC category could be excess 
bleeding occurrences from longer 
prescriptions of anticoagulation in 
attempts to comply with the measure. 
The commenter stated that, rather than 
including DVTs and PEs under the HAC 
provision, these conditions may be more 
appropriately managed as a measure 
under the RHQDAPU, as is being 
proposed for reducing avoidable 
readmissions. 

Response: We appreciate the 
commenter’s support for the current 
HAC categories. We also appreciate the 
commenter’s concern regarding whether 
DVTs and PEs following certain 
orthopedic procedures are reasonably 
preventable, given evidence-based 
guidelines. We are providing data on the 
frequency of our 10 categories of HACs 
for the first time in this year’s 
rulemaking. As the public reviews these 
data and evaluates the effectiveness of 

the HAC program, we will be soliciting 
recommendations for refinements to this 
list. As discussed earlier, section 
1886(d)(4)(D) of the Act specifies that 
the HAC list of conditions may be 
revised, in consultation with CDC, from 
time to time as long as the list contains 
at least two conditions. We did not 
propose any modification to the HAC 
list in the proposed rule. We instead 
shared data on the HACs, which we 
have discussed earlier. As we move 
forward, we will be working with the 
health care industry to refine and 
update the HAC list. Therefore, we will 
not remove DVTs and PEs following 
certain orthopedic procedures from the 
HAC list at this time. 

Comment: One commenter requested 
that CMS clarify how a hospital can 
appeal a decision under which a 
particular patient falls under the HAC 
policy and is ineligible for a higher DRG 

payment. The commenter believed that 
an appeals process is essential to ensure 
accountability. 

Response: As we explained in the FY 
2008 IPPS final rule (72 FR 47216), 
under 42 CFR 412.60(d), a hospital has 
60 days after the date of the notice of the 
initial assignment of a discharge to an 
MS–DRG to request a review of that 
assignment. The hospital may submit 
additional information as part of its 
request. A hospital that believes a 
discharge was assigned to the incorrect 
MS–DRG as a result of the payment 
adjustment for HACs may request 
review of the MS–DRG assignment by 
its fiscal intermediary or MAC 
consistent with § 412.60(d) of the 
regulations. 

As final policy for FY 2011, the 
following conditions will continue to be 
subject to the HAC payment provision: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We refer readers to section II.F.6. of 
the FY 2008 IPPS final rule with 
comment period (72 FR 47202 through 
47218) and to section II.F.7. of the FY 
2009 IPPS final rule (73 FR 48474 
through 48486) for detailed analyses 
supporting the selection of each of the 
HACs selected through FY 2010. 

3. RTI Program Evaluation Summary 

a. Background 
On September 30, 2009, a contract 

was awarded to Research Triangle 
Incorporated (RTI) to evaluate the 
impact of the Hospital-Acquired 
Condition-Present on Admission (HAC– 
POA) provisions on the changes in the 
incidence of selected conditions, effects 
on Medicare payments, impacts on 
coding accuracy, unintended 
consequences, and infection and event 
rates. This is an intra-agency project 
with funding and technical support 
coming from CMS, OPHS, AHRQ, and 
CDC. The evaluation will also examine 
the implementation of the program and 
evaluate additional conditions for future 
selection. 

RTI’s evaluation of the HAC–POA 
provisions is divided into several parts, 
only some of which were completed 
prior to the publication date of the FY 
2011 IPPS/LTCH PPS proposed rule. In 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23883 through 23898), we 
summarized the analyses that were 
completed. RTI’s analyses of POA 
indicator reporting, frequencies and net 
savings associated with current HACs, 
and frequencies of previously 
considered candidate HACs reflect 

MedPAR claims from October 2008 
through June 2009. 

We received a number of public 
comments regarding the evaluation 
conducted by RTI, despite the fact that 
we did not propose any new policies or 
policy revisions based on the 
evaluation. Several of these public 
comments are addressed later in another 
section of this preamble, but we believe 
that it is appropriate to acknowledge the 
following issues here. 

Comment: Several commenters 
expressed concern that the RTI 
evaluation did not include an analysis 
on the costs of complying with the 
HAC–POA provision. According to the 
commenters, compliance with our 
HAC–POA policy results in additional 
costs to providers and individuals, as 
well as to the Medicare program by 
necessitating additional expensive 
preadmission screening tests in order to 
achieve more accurate admission 
documentation. The commenters also 
stated that the estimated savings to 
Medicare is not accurate if providers are 
utilizing additional resources to perform 
these expensive tests on their patients. 

Response: We understand the 
seriousness of this concern and refer to 
our original discussion of HAC–POA 
issues in the FY 2009 IPPS final rule (73 
FR 23547 through 23559) in which we 
included a comprehensive discussion of 
what we understood to be the full 
impact of this policy. We will continue 
to evaluate the financial costs of 
compliance with our HAC–POA 
program, as well as its impact on our 
overall goal of providing the highest 
quality of care for Medicare 

beneficiaries at the most reasonable 
costs. 

Comment: Several commenters 
commended CMS for making the early 
findings of the RTI study, as well as 
HAC–POA data, available to the public. 
The commenters encouraged CMS to 
continue to make additional findings 
available. 

Response: We agree with the 
commenters that it continues to be 
important to make HAC–POA data and 
findings available to the public prior to 
proposing any significant updates to the 
HAC list. As RTI continues its work, we 
will share the findings and additional 
HAC–POA data. 

Comment: Several commenters 
expressed interest in seeing data on the 
most common secondary diagnoses on 
the CC and MCC list that are reported 
along with an HAC code. 

Response: We have asked RTI to 
include a list of the most commonly 
reported secondary CC and MCC 
diagnoses and display this list along 
with the other HAC–POA data on its 
Web site at: http://www.rti.org/reports/
cms. 

In this final rule, we are updating our 
summary of the analyses with 
additional data that have become 
available since issuance of the proposed 
rule. 

b. RTI Analysis on POA Indicator 
Reporting Across Medicare Discharges 

To better understand the impact of 
HACs on the Medicare program, it is 
necessary to first examine the incidence 
of POA indicator reporting across all 
eligible Medicare discharges. As 
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mentioned previously, only IPPS 
hospitals are required to submit POA 
indicator data for all diagnosis codes on 
Medicare claims. Therefore, all non- 
IPPS hospitals were excluded, as well as 
providers in waiver States (Maryland) 
and territories other than Puerto Rico. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23880 through 
23898), we provided a preliminary 

analysis on claims data from October 
2008 through June 2009. Since 
publication of that proposed rule, an 
additional 3 months of data for FY 2009 
that include claims from July 2009 
through September 2009 have become 
available. Below we present the 
cumulative results of RTI’s findings for 
FY 2009. 

Using MedPAR claims data from 
October 2008 through September 2009, 
RTI found a total of approximately 65.22 
million secondary diagnoses across 
approximately 9.3 million discharges. 
As shown in Chart A below, the 
majority of all secondary diagnoses 
(83.69 percent) were reported with a 
POA indicator of ‘‘Y,’’ meaning the 
condition was POA. 

c. RTI Analysis on POA Indicator 
Reporting of Current HACs 

Following the initial analysis of POA 
indicator reporting for all secondary 
diagnoses, RTI then evaluated POA 
indicator reporting for specific HAC- 
associated secondary diagnoses. The 
term ‘‘HAC-associated secondary 
diagnosis’’ refers to those diagnoses that 
are on the selected HAC list and were 
reported as a secondary diagnosis. Chart 
B below shows a summary of the HAC 
categories with the frequency in which 
each HAC was reported as a secondary 
diagnosis and the corresponding POA 
indicators assigned on the claims. It is 
important to note that, because more 
than one HAC-associated diagnosis code 
can be reported per discharge (that is, 
on a single claim), the frequency of 
HAC-associated diagnosis codes may be 
more than the actual number of 
discharges that have a HAC-associated 
diagnosis code reported as a secondary 
diagnosis. Below we discuss the 
frequency of each HAC-associated 
diagnosis code and the POA indicators 
assigned to those claims. 

RTI analyzed the frequency of each 
reported HAC-associated secondary 

diagnosis (across all 9.3 million 
discharges) and the POA indicator 
assigned to the claim. Chart B below 
shows that the most frequently reported 
conditions were in the Falls and Trauma 
HAC category, with a total of 153,284 
HAC-associated diagnosis codes being 
reported for that HAC category. Of these 
153,284 diagnoses, 5,684 reported a 
POA indicator of ‘‘N’’ for not POA and 
147,257 diagnoses reported a POA 
indicator of ‘‘Y’’ for POA. The lowest 
frequency appears in the Surgical Site 
Infection (SSI) Following Bariatric 
Surgery for Obesity HAC category with 
only 17 HAC-associated secondary 
diagnosis codes (and procedure codes) 
reported. It is important to note that the 
number of secondary diagnosis codes 
classified as POA is likely overstated 
due to coding practices, and, therefore, 
the number of HACs not POA are 
expected to be greater than indicated in 
Charts B and C. As a result, these data 
likely underestimate the number of 
complications some would consider 
acquired in the hospital or other health 
care setting. For example, the HACs 
listed as present on admission (POA = 
‘‘Y’’) include those instances where the 

HAC condition was present on 
admission from the emergency room or 
other outpatient settings within the 
admitting institution. The POA 
indicator of ‘‘Y’’ is also used to identify 
cases where a patient was discharged 
and then readmitted one calendar day or 
more after the date of discharge due to 
complications from a HAC. In addition, 
the POA indicator of ‘‘Y’’ may also 
include patient transfers to the acute 
care hospital from other health care 
facilities, like nursing homes, or from a 
home health setting, where the 
secondary diagnosis considered to be a 
HAC was initially acquired. Using 
current coding guidelines, all of the 
above scenarios can be correctly and 
appropriately classified as POA (where 
POA = ‘‘Y’’) on an inpatient claim, and 
CMS does not have data from which to 
determine where the condition 
described in the secondary diagnisos 
was acquired. Therefore, while a 
fraction of the HACs reported as POA 
were acquired outside the hospital prior 
to admission, some conditions could 
also have been acquired at the hospital 
in an outpatient setting or through a 
prior admission. 
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BILLING CODE 4120–01–C 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23885), we 
welcomed public comments on the data 
presented that could provide insight 
into the accuracy of those data, the use 
of comparative data sets or analysis, and 
how aspects of the coding system might 
influence these data. 

Comment: One commenter expressed 
its past and continuing support of the 

HAC–POA program. This commenter 
applauded CMS’ efforts to evaluate the 
payment and clinical impacts of the 
HAC–POA policy and for making the 
preliminary data available for public 
comment. However, the commenter 
reported that it found the preliminary 
published POA data for certain 
conditions interesting. Specifically, the 
commenter noted that the POA data for 
the catheter-associated urinary tract 

infection (CAUTI) condition was 
unexpected in that 85 percent of the 
cases reporting that condition as a 
secondary diagnosis were assigned a 
POA indicator of ‘‘Y’’ (meaning that the 
condition was present on admission). 
The commenter further noted that there 
were other conditions whose POA data 
analysis results were equally 
unexpected. This commenter stated it 
looked forward to reviewing further 
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analyses and understanding how the 
POA indicator is being documented and 
the accuracy of the documentation. 

Response: We appreciate and 
acknowledge the commenter’s support 
of the HAC–POA provision. As stated 
earlier, one aspect of the HAC–POA 
program evaluation is to examine the 
accuracy of coding, which includes a 
review of the POA indicator data. RTI 
will continue to study these data and, 
when they become available, we plan to 
publish the results. 

Comment: Commenters expressed 
concern about the accuracy of POA 
indicator reporting for the HACs related 
to intracranial injury with loss of 
consciousness. One commenter stated 
that it has come to the attention of the 
American Hospital Association’s Central 
Office on ICD–9–CM that there have 
been different interpretations of the 
POA coding guidelines for the reporting 
of the following ICD–9–CM code 
categories: 

• 850 Concussions; 
• 851 Cerebral laceration and 

contusion; 
• 852 Subarachnoid, subdural, and 

extradural hemorrhage, following 
injury; 

• 853 Other and unspecified 
intracranial hemorrhage following 
injury; and 

• 854 Intracranial injury of other and 
unspecified nature. 

The commenter pointed out that the 
above mentioned ICD–9–CM code 
categories require a fifth digit to specify 
whether there was a loss of 
consciousness, and the approximate 
length of time that the patient was 
unconscious. The commenter stated 
that, currently, the POA guidelines state 
to ‘‘assign ‘N’ if any part of the 
combination code was not present on 
admission.’’ The commenter further 
indicated that, in some instances, coders 
have assigned ‘‘N’’ to these codes if the 
patient lost consciousness after 
admission, even though the intracranial 
injury occurred prior to admission. The 
commenter stated that loss of 
consciousness is a component of 
intracranial injuries rather than a 
separate condition. The commenter 
believed that this guideline has resulted 
in data implying that the intracranial 
injuries were a result of trauma 
sustained after admission to the 
hospital, when the injury occurred prior 
to admission. 

The commenter stated that this POA 
guideline was discussed by the Editorial 
Advisory Board for Coding Clinic for 
ICD–9–CM. After review, the commenter 
stated that the Board determined that 
the POA guideline should be clarified so 
that coders will understand that these 

intracranial injury cases that have a loss 
of consciousness after admission should 
be assigned a POA indicator of ‘‘Y’’ 
rather than a ‘‘N.’’ The commenter stated 
that this advice will be provided in a 
future issue of Coding Clinic for ICD–9– 
CM. The commenter pointed out that 
CMS collaborated in this decision. 

Response: We agree that there appears 
to be inconsistency in how coders 
interpret and apply the official POA 
coding guideline for these combination 
codes that include loss of 
consciousness. CMS participated as a 
voting member of the American 
Hospital Association’s Editorial 
Advisory Board for Coding Clinic for 
ICD–9–CM to develop clarifications on 
the POA reporting for combination 
codes that involve loss of 
consciousness. We agree that this 
clarification will lead to greater 
consistency and accuracy in POA 
indicator reporting. CMS looks forward 
to continuing its efforts as part of the 
American Hospital Association’s 
Editorial Advisory Board for Coding 
Clinic for ICD–9–CM to provide 
guidance on accuracy of coding and the 
reporting of POA indicators. Hospitals 
look to this publication to provide 
detailed guidance on ICD–9–CM code 
and POA reporting. We encourage 
hospitals to send any other questions 
about ICD–9–CM codes or POA 
indicator selection to the American 
Hospital Association so that the 
Editorial Advisory Board can continue 
its role of providing instruction on the 
accurate selection and reporting of both 
ICD–9–CM codes and POA indicators. 

As described earlier, in the FY 2009 
IPPS final rule (73 FR 48486 through 
48487), we adopted as final our 
proposal to: (1) Pay the CC/MCC MS– 
DRGs for those HACs coded with ‘‘Y’’ 
and ‘‘W’’ indicators; and (2) not pay the 
CC/MCC MS–DRGs for those HACs 
coded with ‘‘N’’ and ‘‘U’’ indicators. We 
also discussed the comments we 
received urging CMS to strongly 
consider changing the policy and to pay 
for those HACs assigned a POA 
indicator of ‘‘U’’ (documentation is 
insufficient to determine if the 
condition was present at the time of 
admission). We stated we would 
monitor the extent to which and under 
what circumstances the ‘‘U’’ POA 
reporting option is used. In the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, we 
also discussed and responded to 
comments regarding HACs coded with 
the ‘‘U’’ indicator (74 FR 43784 and 
43785). As shown in Chart B above, 
RTI’s analysis provides some data on a 
total of 404 HAC-associated secondary 
diagnoses reported with a POA 
indicator of ‘‘U.’’ Of those diagnoses, 270 

(0.2 percent) were assigned to the Falls 
and Trauma HAC category. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23885), we stated 
that we continue to believe that better 
documentation will result in more 
accurate public health data. Because the 
RTI analysis we summarized in the FY 
2011 IPPS/LTCH PPS proposed rule was 
based on preliminary data, we did not 
propose to change our policy under 
which CMS does not pay at the higher 
CC/MCC amount when a selected HAC 
diagnosis code is reported with a POA 
indicator of ‘‘U.’’ 

Comment: Several commenters asked 
CMS to change our policy under which 
we do not pay at the higher CC/MCC 
amount when a HAC code reported with 
a POA of ‘‘U.’’ (A POA indicator of ‘‘U’’ 
means that documentation was 
insufficient to determine if the 
condition was present at the time of the 
inpatient admission.) The commenters 
stated that while hospitals are 
continuing to work on coding and 
documentation improvement issues 
with physicians who practice in their 
facilities, in some cases, hospitals have 
not been successful in obtaining clear 
documentation to clarify whether or not 
a condition was present on admission. 
They added that when physicians do 
not provide clear documentation in the 
medical record, a POA indicator of ‘‘U’’ 
is assigned. The commenters asked that 
CMS allow these cases with poor 
documentation to result in a higher 
payment if the HAC code is reported 
with a ‘‘U.’’ 

Response: We are committed to 
improving the accuracy of health care 
data. Accurate and complete 
documentation within the health record 
is important for patient management, 
outcome measurement, and quality 
improvement, as well as payment 
accuracy. We believe that it would be 
inappropriate to pay a higher amount to 
hospitals based on incomplete or poor 
documentation. If accurate information 
is not available within the health record 
for a hospital to report a precise POA 
indicator, hospitals are encouraged to 
seek this additional documentation from 
their physicians and/or other hospitals 
if the hospital treated a patient who was 
transferred. For these reasons, we 
believe that reducing payment for 
conditions on the HAC list with poor 
documentation is appropriate. 
Therefore, we did not propose to change 
our approach to discounting the CC or 
MCC assignment for selected HACs 
reported with a POA indicator of ‘‘U.’’ 
We will maintain our existing policy 
and not allow HACs with a POA 
indicator of ‘‘U’’ to lead to the higher 
payment. 
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In the FY 2011 IPPS/LTCH PPS 
proposed rule, we encouraged readers to 
further review the RTI detailed report 
which demonstrates the frequency of 
each individual HAC-associated 
diagnosis code within the HAC 
categories. For example, in the Foreign 
Object Retained After Surgery HAC 
category, there are two unique ICD–9– 
CM diagnosis codes to identify that 
condition: code 998.4 (Foreign body 
accidentally left during a procedure) 
and code 998.7 (Acute reaction to 
foreign substance accidentally left 
during a procedure). In the updated 
detailed RTI report, readers can view 
that code 998.4 was reported 428 times 
and code 998.7 was reported 13 times, 
for a total of 441 times, as shown in 
Chart B above. The RTI detailed report 
is available at the following Web site: 
http://www.rti.org/reports/cms/. 

d. RTI Analysis of Frequency of 
Discharges and POA Indicator Reporting 
for Current HACs 

RTI further analyzed the effect of the 
HAC provision by studying the 
frequency in which a HAC-associated 
diagnosis was reported as a secondary 
diagnosis with a POA indicator of ‘‘N’’ 
or ‘‘U’’ and, of that number, how many 
resulted in MS–DRG reassignment. In 
Chart C below, Column A shows the 
number of discharges for each HAC 
category where the HAC-associated 
diagnosis was reported as a secondary 
diagnosis. For example, there were 33 
discharges that reported Air Embolism 
as a secondary diagnosis. Column C 
shows the number of discharges for each 
HAC reported with a POA indicator of 
‘‘N’’ or ‘‘U.’’ Continuing with the example 
of Air Embolism, the chart shows that, 
of the 33 reported discharges, 24 
discharges (72.73 percent) had a POA 
indicator of ‘‘N’’ or ‘‘U’’ and was 
identified as a HAC discharge. There 
were a total of 24 discharges to which 
the HAC policy applies and that could, 
therefore, have had an MS–DRG 
reassignment. Column E shows the 
number of discharges where an actual 
MS–DRG reassignment occurred. As 
shown in Column E, the number of 
discharges with an Air Embolism that 
resulted in actual MS–DRG 
reassignments is 12 (50 percent of the 24 
discharges with a POA indicator of ‘‘N’’ 
or ‘‘U’’). Thus, while there were 24 
discharges (72.73 percent of the original 
33) with an Air Embolism reported with 
a POA indicator of ‘‘N’’ or ‘‘U’’ identified 
as a HAC discharge that could have 
caused MS–DRG reassignment, the end 
result was 12 (50 percent) actual MS– 
DRG reassignments. There are a number 
of reasons why a selected HAC reported 
with a POA indicator of ‘‘N’’ or ‘‘U’’ will 

not result in MS–DRG reassignment. 
These reasons were illustrated with the 
diagram in section II.F.1.c. of this 
preamble and will be discussed in 
further detail in section II.F.3.e. of this 
preamble. 

Chart C below also shows that, of the 
264,810 discharges with a HAC- 
associated diagnosis as a secondary 
diagnosis, 3,416 discharges ultimately 
resulted in MS–DRG reassignment. As 
we discuss below, there were 15 claims 
that resulted in MS–DRG reassignment 
where two HACs were reported on the 
same admission. The four HAC 
categories that had the most discharges 
resulting in MS–DRG reassignment 
were: (1) Falls and Trauma; (2) 
Pulmonary Embolism and DVT 
Orthopedic (Orthopedic PE/DVT); (3) 
Pressure Ulcer Stages III & IV; and (4) 
Catheter-Associated Urinary Tract 
Infection (UTI). Codes falling under the 
Falls and Trauma HAC category were 
the most frequently reported secondary 
diagnoses with 126,078 discharges. Of 
these 126,078 discharges, 5,312 (4.21 
percent) were coded as not POA and 
identified as HAC discharges. This 
category also contained the greatest 
number of discharges that resulted in an 
MS–DRG reassignment. Of the 5,312 
discharges within this HAC category 
that were not POA, 1,577 (29.69 
percent) resulted in an MS–DRG 
reassignment. 

Of the 264,810 total discharges 
reporting HAC-associated diagnoses as a 
secondary diagnosis, 3,110 discharges 
were coded with a secondary diagnosis 
of Orthopedic PE/DVT. Of these 3,110 
discharges, 2,335 (75.08 percent) were 
coded as not POA and identified as 
HAC discharges. This category 
contained the second greatest number of 
discharges resulting in an MS–DRG 
reassignment. Of the 2,335 discharges in 
this HAC category that were not POA, 
1,024 discharges (43.85 percent) 
resulted in an MS–DRG reassignment. 

The Pressure Ulcer Stages III & IV 
category had the second most frequently 
coded secondary diagnoses, with 99,656 
discharges. Of these discharges, 1,316 
(1.32 percent) were coded as not POA 
and identified as HAC discharges. This 
category contained the third greatest 
number of discharges resulting in an 
MS–DRG reassignment. Of the 1,316 
discharges in this HAC category that 
were not POA, 384 discharges (29.18 
percent) resulted in an MS–DRG 
reassignment. 

The Catheter-Associated UTI category 
had the third most frequently coded 
secondary diagnoses, with 14,089 
discharges. Of these discharges, 2,333 
(16.56 percent) were coded as not POA 
and identified as HAC discharges. This 

category contained the fourth greatest 
number of discharges resulting in an 
MS–DRG reassignment. Of the 2,333 
discharges in this HAC category that 
were not POA, 223 discharges (9.56 
percent) resulted in a MS–DRG 
reassignment. 

The remaining 6 HAC categories only 
had 208 discharges that ultimately 
resulted in MS–DRG reassignment. We 
note that, even in cases where a large 
number of HAC-associated secondary 
diagnoses were coded as not POA, this 
finding did not necessarily translate into 
a large number of discharges that 
resulted in MS–DRG reassignment. For 
example, only 26 of the 2,573 Vascular 
Catheter-Associated Infection secondary 
diagnoses that were coded as not POA 
and identified as HAC discharges 
resulted in a MS–DRG reassignment. 

There were a total of 417 discharges 
with a HAC-associated secondary 
diagnosis reporting a POA indicator of 
‘‘N’’ or ‘‘U’’ that were excluded from 
acting as a HAC discharge (subject to 
MS–DRG reassignment) due to the CC 
Exclusion List logic within the 
GROUPER. The CC Exclusion List 
identifies secondary diagnosis codes 
designated as a CC or MCC that are 
disregarded by the GROUPER logic 
when reported with certain principal 
diagnoses. For example, a claim with 
the principal diagnosis code of 250.83 
(Diabetes with other specified 
manifestations, type 1 [juvenile type], 
uncontrolled) and a secondary diagnosis 
code of 250.13 (Diabetes with 
ketoacidosis, type 1, [juvenile type], 
uncontrolled) with a POA indicator of 
‘‘N’’ would result in the HAC-associated 
secondary diagnosis code 250.13 being 
ignored as a CC. According to the CC 
Exclusion List, code 250.13 is excluded 
from acting as a CC when code 250.83 
is the principal diagnosis. As a result, 
the HAC logic would not be applicable 
to that case. For a detailed discussion on 
the CC Exclusion List, we refer readers 
to section II.G.9. of this preamble. 

Discharges where the HAC logic was 
not applicable due to the CC Exclusion 
List occurred among the following 4 
HAC categories: Pressure Ulcer Stages 
III and IV (44 cases), Falls and Trauma 
(311 cases), Catheter-Associated UTI (9 
cases), Vascular Catheter-Associated 
Infection (4 cases), and Manifestations 
of Poor Glycemic Control (49 cases). 
Further information regarding the 
specific number of cases that were 
excluded for each HAC-associated 
secondary diagnosis code within each of 
the above mentioned HAC categories is 
also available. We refer readers to the 
RTI detailed report at the following Web 
site: http://www.rti.org/reports/cms/. 
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In summary, Chart C below 
demonstrates that there were a total of 
264,810 discharges with a reported 
HAC-associated secondary diagnosis. Of 
the total 264,810 discharges, 14,681 

(5.68 percent) discharges included 
HACs that were reported with a POA 
indicator of ‘‘N’’ or ‘‘U’’ and were 
identified as a HAC discharge. Of these 
14,681 discharges, the number of 

discharges resulting in MS–DRG 
reassignments was 3,416 (22.72 
percent). 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

An extremely small number of 
discharges had multiple HACs reported 
during the same stay. In reviewing the 
9.3 million claims, RTI found 60 cases 
in which two HACs were reported on 
the same discharge. Chart D below 
summarizes these cases. There were 9 
cases in which a Falls and Trauma HAC 
was reported in addition to a Pressure 
Ulcer Stages III & IV HAC. Twenty of the 
cases with two HACs involved Pressure 

Ulcer Stages III & IV and 24 cases 
involved Falls or Trauma. Other 
multiple HAC cases included 10 
Catheter-Associated UTI cases and 6 
Vascular Catheter-Associated Infection 
cases. 

Some of these cases with multiple 
HACs reported had both HAC codes 
ignored in the MS–DRG assignment. Of 
these 60 claims, 15 did not receive 
higher payments based on the presence 
of one or both of these reported HACs 

and we describe these claims below in 
section II.F.3.g.(2) of this preamble. 
Depending on the MS–DRG to which 
the cases were originally assigned, 
ignoring the HAC codes would have led 
to a MS–DRG reassignment if there were 
no other MCCs or CCs reported, if the 
MS–DRG was subdivided into severity 
levels, and if the case were not already 
in the lowest severity level prior to 
ignoring the HAC codes. 
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e. RTI Analysis of Circumstances When 
Application of HAC Provisions Would 
Not Result in MS–DRG Reassignment 
for Current HACs 

As discussed in section II.F.1. and 
illustrated in the diagram in section 
II.F.1.c. of this preamble, there are 
instances when the MS–DRG 
assignment does not change even when 
a HAC-associated secondary diagnosis 
has a POA indicator of either ‘‘N’’ or ‘‘U.’’ 
In analyzing our claims data, RTI 
identified four main reasons why a MS– 
DRG assignment would not change 
despite the presence of a HAC. Those 
four reasons are described below and 
are shown in Chart E below. Column A 
shows the frequency of discharges that 
included a HAC-associated secondary 
diagnosis. Column B shows the 
frequency of discharges where the HAC- 
associated secondary diagnosis was 
coded as not POA and identified as a 
HAC discharge. Column C shows the 
frequency of discharges in which the 
HAC-associated secondary diagnosis 
coded as not POA resulted in a change 
in MS–DRG. Columns D, E, F, and G 
show the frequency of discharges in 
which the HAC-associated secondary 
diagnosis coded as not POA did not 

result in a change in MS–DRG 
assignment. Columns D, E, F, and G are 
explained in more detail below. 

(1) Other MCCs/CCs Prevent 
Reassignment 

Column D (Other MCC/CCs that 
Prevent Reassignment) in Chart E below 
indicates the number of cases reporting 
a HAC-associated secondary diagnosis 
code that did not have a MS–DRG 
reassignment because of the presence of 
other secondary diagnoses on the MCC 
or CC list. A claim that is coded with 
a HAC-associated secondary diagnoses 
and a POA status of either ‘‘N’’ or ‘‘U’’ 
may have other secondary diagnoses 
that are classified as an MCC or a CC. 
In such cases, the presence of these 
other MCC and CC diagnoses will still 
lead to the assignment of a higher 
severity level, despite the fact that the 
GROUPER software is disregarding the 
ICD–9–CM code that identifies the 
selected HAC in making the MS–DRG 
assignment for that claim. For example, 
there were 96 cases in which the ICD– 
9–CM codes for the Foreign Object 
Retained After Surgery HAC category 
were present, but the presence of other 
secondary diagnoses that were MCCs or 

CCs resulted in no change to the MS– 
DRG assignment. Chart E shows that a 
total of 8,208 cases did not have a 
change in the MS–DRG assignment 
because of the presence of other 
reported MCCs and CCs. 

(2) Two Severity Levels Where HAC 
Does Not Impact MS–DRG Assignment 

Column E (Number of MS–DRGs with 
Two Severity Levels Where HAC Does 
Not Impact MS–DRG Assignment) 
shows the frequency with which 
discharges with a HAC as a secondary 
diagnosis coded as not POA did not 
result in an MS–DRG change because 
the MS–DRG is subdivided solely by the 
presence or absence of an MCC. A claim 
with a HAC and a POA indicator of 
either ‘‘N’’ or ‘‘U’’ may be assigned to an 
MS–DRG that is subdivided solely by 
the presence or absence of an MCC. In 
such cases, removing a HAC ICD–9–CM 
CC code will not lead to further changes 
in the MS–DRG assignment. Examples 
of these MS–DRG subdivisions are 
shown in the footnotes to the chart and 
include the following examples: 

• MS–DRGs 100 and 101 (Seizures 
with or without MCC, respectively) 

• MS–DRGs 102 and 103 (Headaches 
with or without MCC, respectively) 
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The codes that fall under the HAC 
category of Foreign Object Retained 
After Surgery are CCs. If this case were 
assigned to a MS–DRG with an MCC 
subdivision such as MS–DRGs 100 and 
101, the presence of the HAC code 
would not affect the MS–DRG severity 
level assignment. In other words, if the 
Foreign Object Retained After Surgery 
code was the only secondary diagnosis 
reported, the case would be assigned to 
MS–DRG 101. If the POA indicator was 
‘‘N,’’ the HAC Foreign Object Retained 
After Surgery code would be ignored in 
the MS–DRG assignment logic. Despite 
the fact that the code was ignored, the 
case would still be assigned to the same, 
lower severity level MS–DRG. 
Therefore, there would be no impact on 
the MS–DRG assignment. 

Column E in Chart E below shows 
that there were a total of 1,793 cases 
where the HAC code was ‘‘N’’ or ‘‘U’’ and 
the MS–DRG assignment did not change 
because the case was already assigned to 
the lowest severity level. 

(3) No Severity Levels 
Column F (Number of MS–DRGs with 

No Severity Levels) shows the frequency 
with which discharges with an HAC as 
a secondary diagnosis coded as not POA 
did not result in an MS–DRG change 
because the MS–DRG is not subdivided 
by severity levels. A claim with a HAC 
and a POA of ‘‘N’’ or ‘‘U’’ may be 
assigned to a MS–DRG with no severity 
levels. For instance, MS–DRG 311 
(Angina Pectoris) has no severity level 
subdivisions; this MS–DRG is not split 
based on the presence of an MCC or a 
CC. If a patient assigned to this MS– 
DRG develops a secondary diagnosis 
such as a Stage III pressure ulcer after 
admission, the condition would be 
considered to be a HAC. The code for 
the Stage III pressure ulcer would be 
ignored in the MS–DRG assignment 
because the condition developed after 
the admission (the POA indicator was 
‘‘N’’). Despite the fact that the ICD–9–CM 

code for the HAC Stage III pressure 
ulcer was ignored, the MS–DRG 
assignment would not change. The case 
would still be assigned to MS–DRG 311. 
Chart E below shows that 1,255 cases 
reporting a HAC-associated secondary 
diagnosis did not undergo a change in 
the MS–DRG assignment based on the 
fact that the case was assigned to a MS– 
DRG that had no severity subdivisions 
(that is, the MS–DRG is not subdivided 
based on the presence or absence of an 
MCC or a CC, rendering the presence of 
the HAC irrelevant for payment 
purposes). 

(4) MS–DRG Logic 
Column G (MS–DRG Logic Issues) 

shows the frequency with which a HAC 
as a secondary diagnosis coded as not 
POA did not result in an MS–DRG 
change because of MS–DRG assignment 
logic. There were nine discharges where 
the HAC criteria were met and the HAC 
logic was applied, however, due to the 
structure of the MS–DRG logic, these 
cases did not result in MS–DRG 
reassignment. These cases may appear 
similar to those discharges where the 
MS–DRG is subdivided into two 
severity levels by the presence or 
absence of an MCC and did not result 
in MS–DRG reassignment; however, 
these discharges differ slightly in that 
the MS–DRG logic also considers 
specific procedures that were reported 
on the claim. In other words, for certain 
MS–DRGs, a procedure may be 
considered the equivalent of an MCC or 
CC. The presence of the procedure code 
dictates the MS–DRG assignment 
despite the presence of the HAC- 
associated secondary diagnosis code 
with a POA indicator of ‘‘N’’ or ‘‘U’’. 

For example, a claim with the 
principal diagnosis code of 441.1 
(Thoracic aneurysm, ruptured) with 
HAC-associated secondary diagnosis 
code of 996.64 (Infection and 
inflammatory reaction due to indwelling 
urinary catheter) and diagnosis code 

599.0 (Urinary tract infection, site not 
specified), having POA indicators of 
‘‘Y’’, ‘‘N’’, ‘‘N’’, respectively, and 
procedure code 39.73 (Endovascular 
implantation of graft in thoracic aorta), 
results in an assignment to MS–DRG 
237 (Major Cardiovascular Procedures 
with MCC or Thoracic Aortic Aneurysm 
Repair). In this case, the thoracic aortic 
aneurysm repair is what dictated the 
MS–DRG assignment and the presence 
of the HAC-associated secondary 
diagnosis code, 996.64, did not affect 
the MS–DRG assigned. Other examples 
of MS–DRGs that are subdivided in this 
same manner are as follows: 

• MS–DRG 029 (Spinal procedures 
with CC or Spinal Neurostimulators) 

• MS–DRG 129 (Major Head & Neck 
Procedures with CC/MCC or Major 
Device) 

• MS–DRG 246 (Percutaneous 
Cardiovascular Procedure with Drug- 
Eluting Stent with MCC or 4+ Vessels/ 
Stents) 

Column G in the chart below shows 
that four of the nine cases that did not 
result in MS–DRG reassignment due to 
the MS–DRG logic were in the Catheter 
Associated UTI HAC category, three 
cases were in the Falls and Trauma HAC 
category, one case was in the Foreign 
Body Retained After surgery HAC 
category, and one case was in the 
Vascular Catheter-Associated Infection 
HAC Category. 

In conclusion, a total of 11,265 cases 
(8,208 + 1,793 + 1,255 + 9) did not have 
a change in MS–DRG assignment, 
regardless of the presence of a HAC. The 
reasons described above explain why 
only 3,416 cases had a change in MS– 
DRG assignment despite the fact that 
there were 14,681 HAC cases with a 
POA of ‘‘N’’ or ‘‘U.’’ We refer readers to 
the RTI detailed report at the Web site: 
http://www.rti.org/reports/cms for 
further information. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

f. RTI Analysis of Coding Changes for 
HAC-Associated Secondary Diagnoses 
for Current HACs 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23892), we 
discussed RTI’s preliminary analysis on 
coding changes using 9 months of 
claims data from October 2008 through 
June 2009. We noted that, in addition to 
studying claims from October 2008 
through June 2009, RTI evaluated claims 
data from 2 years prior to determine if 
there were significant changes in the 
number of discharges with a HAC being 
reported as a secondary diagnosis. For 
this FY 2011 IPPS/LTCH PPS final rule 

analysis, RTI examined an additional 3 
months of claims data for each fiscal 
year (FY 2007 and FY 2008), and 
compared these data to the updated FY 
2009 data. Below we summarize the 
results of the fiscal year to fiscal year 
comparison using 12 months of claims 
data. 

RTI’s analysis found that there was an 
overall increase in the reporting of 
secondary diagnoses that are currently 
designated as HACs from FY 2007 to FY 
2008. The most significant increase was 
in the Catheter-Associated UTI HAC 
category, with 12,459 discharges being 
reported in FY 2007, while 15,408 
discharges were reported in FY 2008, an 
increase of 2,949 cases. The next 

significant increase was in the Falls and 
Trauma HAC category with 151,321 
discharges being reported in FY 2007, 
while 153,600 discharges were reported 
in FY 2008, an increase of 2,279 cases. 

However, the analysis also found that 
there was an overwhelming decrease in 
the HAC-associated secondary 
diagnoses reported from FY 2008 to FY 
2009. The most significant decrease was 
in the Falls and Trauma HAC category, 
with 153,600 discharges being reported 
in FY 2008, while 125,505 discharges 
were reported in FY 2009, a decrease of 
28,095 cases. We point out that because 
diagnosis codes for the Pressure Ulcer 
Stages III & IV HAC did not become 
effective until October 1, 2008, there are 
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no data available for FY 2007 or FY 
2008. 

We refer readers to the RTI detailed 
report for all the conditions in each 
fiscal year (FY 2007 through FY 2009) 
as described above at the following Web 
site: http://www.rti.org/reports/cms/. 

g. RTI Analysis of Estimated Net 
Savings for Current HACs 

RTI estimated the net savings 
generated by the HAC payment policy 
based on 12 months of MedPAR claims 
from October 2008 through September 
2009. 

(1) Net Savings Estimation Methodology 
The payment impact of a HAC is the 

difference between the IPPS payment 
amount under the initially assigned 
MS–DRG and the amount under the 
reassigned MS–DRG. The amount for 
the reassigned MS–DRG appears on the 
MedPAR files. To construct this, RTI 
modeled the IPPS payments for each 
MS–DRG following the same approach 
that we use to model the impact of IPPS 
annual rule changes. Specifically, RTI 
replicated the payment computations 
carried out in the IPPS PRICER program 
using payment factors for IPPS 
providers as identified in various CMS 
downloaded files. The files used are as 
follows: 

• Version 26 of the Medicare Severity 
GROUPER software (applicable to 
discharges between October 1, 2008 and 
September 30, 2009). IPPS MedPAR 
claims were run through this file to 
obtain needed HAC–POA output 
variables. 

• The FY 2009 MS–DRG payment 
weight file. This file includes the 
weights, geometric mean length of stay 
(GLOS), and the postacute transfer 
payment indicators. 

• CMS standardized operating and 
capital rates. Tables 1A through 1C, as 
downloaded from the Web site at: 
http://www.cms.hhs.gov/
AcuteInpatientPPS/IPPS2009, include 
the full update and reduced update 
amounts, as well as the information 
needed to compute the blended amount 
for providers located in Puerto Rico. 

• The IPPS impact files for FY 2009, 
also as downloaded from the Web site 
at: http://www.cms.hhs.gov/Acute
InpatientPPS/IPPS2009/. This file 
includes the wage index and geographic 
adjustment factors, plus the provider 
type variable to identify providers 
qualifying for alternative hospital- 
specific amounts and their respective 
HSP rates. 

• The IPPS impact files for FY 2010, 
as downloaded from the Web site at: 
http://www.cms.hhs.gov/AcuteInpatient
PPS/10FR/. This file includes indirect 

medical education (IME) and 
disproportionate share (DSH) percent 
adjustments that were in effect as of 
March 2009. 

• CMS historical provider-specific 
files (PSF). This includes the indicator 
to identify providers subject to the full 
or reduced standardized rates and the 
applicable operating and capital cost-to- 
charge ratios. A SAS version was 
downloaded from the Web site at: 
http://www.cms.hhs.gov/ProspMedicare
FeeSvcPmtGen/04_psf_SAS.asp. 

There were 50 providers with 
discharges in the final HAC analysis file 
that did not appear in the FY 2009 
impact file, of which 11 also did not 
appear in the FY 2010 impact file. For 
these providers, we identified the 
geographic CBSA from the historical 
PSF and assigned the wage index using 
values from Tables 4A and 4C as 
downloaded from the Web site at: 
http://www.cms.hhs.gov/ 
AcuteInpatientPPS/IPPS2009/. For 
providers in the FY 2010 file but not the 
FY 2009 file, we used IME and DSH 
rates from FY 2010. The 11 providers in 
neither impact file were identified as 
non-IME and non-DSH providers in the 
historical PSF file. 

The steps for estimating the HAC 
payment impact are as follows: 

Step 1: Rerun the Medicare Severity 
Grouper on all records in the analysis 
file. This is needed to obtain 
information on actual HAC-related MS– 
DRG reassignments in the file, and to 
identify the CCs and MCCs that 
contribute to each MS–DRG assignment. 

Step 2: Model the base payment and 
outlier amounts associated with the 
initial MS–DRG if the HAC were 
excluded using the computations laid 
out in the CMS file ‘‘Outlier Example FY 
2007 new.xls,’’ as downloaded from the 
Web site at: http://www.cms.hhs.gov/
AcuteInpatientPPS/04_outlier.asp#
TopOfPage, and modified to 
accommodate FY 2009 factors. 

Step 3: Model the base payment and 
outlier amounts associated with the 
final MS–DRG where the HAC was 
excluded using the computations laid 
out in the CMS file ‘‘Outlier Example FY 
2007 new.xls,’’ as downloaded from the 
Web site at: http://www.cms.hhs.gov/
AcuteInpatientPPS/04_outlier.asp#
TopOfPage and modified to 
accommodate FY 2009 factors. 

Step 4: Compute MS–DRG base 
savings as the difference between the 
nonoutlier payments for the initial and 
final MS–DRGs. Compute outlier 
amounts as the difference in outlier 
amounts due under the initial and final 
reassigned MS–DRG. Compute net 
savings due to HAC reassignment as the 

sum of base savings plus outlier 
amounts. 

Step 5: Adjust the model to 
incorporate short-stay transfer payment 
adjustments. 

Step 6: Adjust the model to 
incorporate hospital-specific payments 
for qualifying rural providers receiving 
the hospital-specific payment rates. 

It is important to mention that using 
the methods described above, the MS– 
DRG and outlier payments amounts that 
are modeled for the final assigned MS– 
DRG do not always match the DRG price 
and outlier amounts that appear in the 
MedPAR record. There are several 
reasons for this. Some discrepancies are 
caused by using single wage index, IME 
and DSH factors for the full period 
covered by the discharges, when in 
practice these payment factors can be 
adjusted for individual providers during 
the course of the fiscal year. In addition, 
RTI’s approach disregards any Part A 
coinsurance amounts owed by 
individual beneficiaries with greater 
than sixty covered days in a spell of 
illness. Five percent of all HAC 
discharges showed at least some Part A 
coinsurance amount due from the 
beneficiary, although less than two 
percent of reassigned discharges (55 
cases in the analysis file) showed Part 
A coinsurance amounts due. Any Part A 
coinsurance payments would reduce the 
actual savings incurred by the Medicare 
program. 

There are also a number of less 
common special IPPS payment 
situations that are not factored into 
RTI’s modeling. These could include 
new technology add-on payments, 
payments for blood clotting factors, 
reductions for replacement medical 
devices, adjustments to the capital rate 
for new providers, and adjustments to 
the capital rate for certain classes of 
providers who are subject to a minimum 
payment level relative to capital cost. 

(2) Net Savings Estimate 
Chart F below summarizes the 

estimated net savings of current HACs 
based on MedPAR claims from October 
2008 through September 2009, based on 
the methodology described above. 
Column A shows the number of 
discharges where a MS–DRG 
reassignment for each HAC category 
occurred. For example, there were 12 
discharges with an Air Embolism that 
resulted in an actual MS–DRG 
reassignment. Column B shows the total 
net savings caused by MS–DRG 
reassignments for each HAC category. 
Continuing with the example of Air 
Embolism, the chart shows that the 12 
discharges with an MS–DRG 
reassignment resulted in a total net 
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savings of $148,394. Column C shows 
the net savings per discharge for each 
HAC category. For the Air Embolism 

HAC category, the net savings per 
discharge is $12,366. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

As shown in Chart F above, the total 
net savings calculated for the 12-month 
period from October 2008 through 
September 2009 was roughly $18.78 
million. The three HACs with the largest 
number of discharges resulting in MS– 
DRG reassignment, Falls and Trauma, 
Orthopedic PE/DVT, and Pressure Ulcer 
Stages III & IV, generated $17.17 million 
of net savings for the 12 month period. 
Estimated net savings for the 12-month 
period associated with the Falls and 
Trauma category were $8.09 million. 
Estimated net savings associated with 
Orthopedic PE/DVT for the 12-month 
period were $6.92 million. Estimated 
net savings for the 12-month period 
associated with Pressure Ulcer Stages III 
& IV were $2.16 million. 

The mean net savings per discharge 
calculated for the 12-month period from 
October 2008 through September 2009 
was roughly $5,522. The HAC categories 
of Air Embolism; SSI, Mediastinitis, 
Following Coronary Artery Bypass Graft 
(CABG); and SSI Following Certain 
Orthopedic Procedures had the highest 
net savings per discharge, but 
represented a small proportion of total 
net savings because the number of 
discharges that resulted in MS–DRG 
reassignment for these HACs was low. 
With the exception of Blood 
Incompatibility, where no savings 
occurred because no discharges resulted 
in MS–DRG reassignment, SSI 
Following Bariatric Surgery for Obesity 
and Catheter-Associated UTI had the 
lowest net savings per discharge. 

We refer readers to the RTI detailed 
report available at the following Web 
site: http://www.rti.org/reports/cms/. 

As mentioned previously, an 
extremely small number of cases in the 
12-month period of FY 2009 analyzed 
by RTI had multiple HACs during the 
same stay. In reviewing our 9.3 million 
claims, RTI found 60 cases where two 
HACs were reported on the same 
admission as noted in section II.F.3. d. 
of this preamble. Of these 60 claims, 15 
resulted in MS–DRG reassignment. 
Chart G below summarizes these cases. 
There were 15 cases that had two HACs 
not POA that resulted in an MS–DRG 
reassignment. Of these, 5 discharges 
involved Pressure Ulcer Stages III & IV 
and Falls and Trauma and 4 discharges 
involved Orthopedic PE/DVT and Falls 
and Trauma. 

As we discuss in section II.F.1.b. of 
this preamble, implementation of this 
policy is part of an array of Medicare 
VBP tools that we are using to promote 
increased quality and efficiency of care. 
We again point out that a decrease over 
time in the number of discharges where 
these conditions are not POA is a 
desired consequence. We recognize that 
estimated net savings should likely 
decline as the number of such 
discharges decline. However, we believe 
that the sentinel effect resulting from 
CMS identifying these conditions is 
critical. (We refer readers to section 
IV.A. of this preamble for a discussion 
of the inclusion of the incidence of 
these conditions in the RHQDAPU 
program.) It is our intention to continue 
to monitor trends associated with the 
frequency of these HACs and the 
estimated net payment impact through 

RTI’s program evaluation and possibly 
beyond. 

h. Previously Considered Candidate 
HACs—RTI Analysis of Frequency of 
Discharges and POA Indicator Reporting 

RTI evaluated the frequency of 
conditions previously considered, but 
not adopted as HACs in prior 
rulemaking, that were reported as 
secondary diagnoses (across all 9.3 
million discharges) as well as the POA 
indicator assignments for these 
conditions. Chart H below indicates that 
the three previously considered 
candidate conditions most frequently 
reported as a secondary diagnosis were: 
(1) Clostridium Difficile-Associated 
Disease (CDAD), which demonstrated 
the highest frequency, with a total of 
85,096 secondary diagnoses codes being 
reported for that condition, of which 

28,844 reported a POA indicator of ‘‘N’’; 
(2) Staphylococcus aureus Septicemia, 
with a total of 22,433 secondary 
diagnoses codes being reported for that 
condition, with 5,004 of those reporting 
a POA indicator of ‘‘N’’; and (3) 
Iatrogenic Pneumothorax, with a total of 
20,673 secondary diagnoses codes being 
reported for that condition, with 17,602 
of those reporting a POA indicator of 
‘‘N.’’ As these three conditions had the 
most significant impact for reporting a 
POA indicator of ‘‘N,’’ it is reasonable to 
believe that these same three conditions 
would have the greatest number of 
potential MS–DRG reassignments. The 
frequency of discharges for the 
previously considered HACs that could 
lead to potential changes in MS–DRG 
assignment is discussed in the next 
section. We take this opportunity to 
remind readers that because more than 
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one previously considered HAC 
diagnosis code can be reported per 
discharge (on a single claim) that the 

frequency of these diagnosis codes may 
be more than the actual number of 
discharges with a previously considered 

candidate condition reported as a 
secondary diagnosis. 

In Chart I below, Column A shows the 
number of discharges for each 
previously considered candidate HAC 
category when the condition was 
reported as a secondary diagnosis. For 
example, there were 85,096 discharges 
that reported CDAD as a secondary 
diagnosis. Previously considered 
candidate HACs reported with a POA 
indicator of ‘‘N’’ or ‘‘U’’ may cause MS– 
DRG reassignment (which would result 
in reduced payment to the facility). 
Column C shows the discharges for each 
previously considered candidate HAC 
reported with a POA indicator of ‘‘N’’ or 
‘‘U.’’ Continuing with the example of 
CDAD, Chart I shows that, of the 85,096 

discharges, 29,296 discharges (34.43 
percent) had a POA indicator of ‘‘N’’ or 
‘‘U.’’ Therefore, there were a total of 
29,296 discharges that could potentially 
have had an MS–DRG reassignment. 
Column E shows the number of 
discharges where an actual MS–DRG 
reassignment could have occurred; the 
number of discharges with CDAD that 
could have resulted in actual MS–DRG 
reassignments is 896 (3.06 percent). 
Thus, while there were 29,296 
discharges with CDAD reported with a 
POA indicator of ‘‘N’’ or ‘‘U’’ that could 
potentially have had an MS–DRG 
reassignment, the result was 896 (3.06 
percent) potential MS–DRG 

reassignments. As discussed above, 
there are a number of reasons why a 
condition reported with a POA indicator 
of ‘‘N’’ or ‘‘U’’ would not result in a MS– 
DRG reassignment. 

In summary, Chart I below 
demonstrates there were a total of 
203,844 discharges with a previously 
considered candidate HAC reported as a 
secondary diagnosis. Of those, 57,902 
discharges were reported with a POA 
indicator of ‘‘N’’ or ‘‘U.’’ The total 
number of discharges that could have 
resulted in MS–DRG reassignments is 
3,527. 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00059 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2 E
R

16
A

U
10

.0
15

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50100 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

i. Current and Previously Considered 
Candidate HACs—RTI Report on 
Evidence-Based Guidelines 

The RTI program evaluation includes 
an updated report that provides 
references for all evidence-based 
guidelines available for each of the 
selected and previously considered 
candidate HACs that provide 
recommendations for the prevention of 
the corresponding conditions. 
Guidelines were primarily identified 
using the AHRQ National Guidelines 
Clearing House (NGCH) and the CDC, 
along with relevant professional 
societies. Guidelines published in the 
United States were used, if available. In 
the absence of U.S. guidelines for a 
specific condition, international 
guidelines were included. 

Evidence-based guidelines that 
included specific recommendations for 
the prevention of the condition were 
identified for each of the 10 selected 

conditions. In addition, evidence-based 
guidelines were also found for the 
previously considered candidate 
conditions. 

Comment: Several commenters stated 
that CMS should not pay for HACs only 
when evidence-based guidelines 
indicate that the occurrence of an event 
can be reduced to zero, or near zero. The 
commenters stated that some patients, 
particularly high-risk, co-morbid 
individuals, may still develop 
conditions on the HAC list even though 
protocols have been strictly followed. 

Response: We thank the commenters 
for this comment. The statute requires 
that CMS only choose conditions to be 
selected HACs if they could 
‘‘reasonably’’ be prevented through the 
application of evidence-based 
guidelines. We noted in the FY 2008 
IPPS final rule that we only selected 
those conditions where, if hospital 
personnel are engaging in good medical 

practice, the additional costs of the 
hospital-acquired condition will, in 
most cases, be avoided (72 FR 47201). 

RTI prepared a final report to 
summarize its findings regarding 
evidence-based guidelines, which can 
be found on the Web site at: http:// 
www.rti.org/reports/cms. 

j. Final Policy Regarding Current HACs 
and Previously Considered Candidate 
HACs 

We believe that the updated RTI 
analysis summarized above does not 
provide additional information that 
would require us to change our previous 
determinations regarding either current 
HACs (as described in section II.F.2. of 
this preamble) or previously considered 
candidate HACs in the FY 2008 IPPS 
final rule with comment period and FY 
2009 IPPS final rule (72 FR 47200 
through 47218 and 73 FR 48471 through 
48491, respectively). Accordingly, in the 
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FY 2011 IPPS/LTCH PPS proposed rule, 
we did not propose to add or remove 
categories of HACs, although we 
proposed to revise the Blood 
Incompatibility HAC category as 
discussed and finalized in section II.F.2. 
of this preamble. We also note that in 
section II.F.3.b. of this preamble, we 
discuss our current policy regarding the 
treatment of the ‘‘U’’ POA indicator. 
However, we continue to encourage 
public dialogue about refinements to the 
HAC list. 

We refer readers to section II.F.6. of 
the FY 2008 IPPS final rule with 
comment period (72 FR 47202 through 
47218) and to section II.F.7. of the FY 
2009 IPPS final rule (73 FR 48474 
through 48491) for detailed discussion 
supporting our determination regarding 
each of these conditions. 

G. Changes to Specific MS–DRG 
Classifications 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23898 through 
23910), we invited public comment on 
each of the MS–DRG classification 
proposed changes described below, as 
well as our proposals to maintain 
certain existing MS–DRG classifications, 
which are also discussed below. In some 
cases, we proposed changes to the MS– 
DRG classifications based on our 
analysis of claims data. In other cases, 
we proposed to maintain the existing 
MS–DRG classification based on our 
analysis of claims data. Below, we also 
summarize the public comments that we 
received, if any, on our proposals, 
present our responses to these 
comments, and state our final policies. 

1. Pre-Major Diagnostic Categories 
(MDCs) 

a. Postsurgical Hypoinsulinemia (MS– 
DRG 008 (Simultaneous Pancreas/ 
Kidney Transplant)) 

Diabetes mellitus is a pancreatic 
disorder in which the pancreas fails to 
produce sufficient insulin, or in which 
the body cannot process insulin. Many 
patients with diabetes will eventually 
experience complications of the disease, 
including poor kidney function. When 
these patients show signs of advanced 
kidney disease, they are usually referred 
for transplant evaluation. Currently, 
many doctors recommend that 
individuals with diabetes being 
evaluated for kidney transplantation 
also be considered for pancreas 
transplantation. A successful pancreas 
transplant may prevent, stop, or reverse 
the complications of diabetes. 

Occasionally, secondary diabetes may 
be surgically induced following a 
pancreas transplant. This condition 

would be identified by using ICD–9–CM 
diagnosis code 251.3 (Postsurgical 
hypoinsulinemia). However, currently 
the list of principal diagnosis codes 
assigned to surgical MS–DRG 008 
(Simultaneous Pancreas/Kidney 
Transplant) does not include diagnosis 
code 251.3. Therefore, when diagnosis 
code 251.3 is assigned to a case as a 
principal diagnosis, the case is not 
assigned to MS–DRG 008. Instead, these 
cases are grouped to MS–DRG 652 
(Kidney Transplant) under MDC 11 
(Diseases and Disorders of the Kidney 
and Urinary Tract). The use of diagnosis 
code 251.3 as a principal diagnosis 
without a secondary diagnosis of 
diabetes mellitus and with a procedure 
code for pancreas transplant only during 
that admission results in assignment of 
the case to MS–DRG 628, 629, or 630 
(Other Endocrine, Nutritional & 
Metabolic Operating Room Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively). These MS–DRGs are 
assigned to MDC 10 (Endocrine, 
Nutritional and Metabolic Diseases and 
Disorders). 

As we stated in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23898), 
we believe that the exclusion of 
diagnosis code 251.3 from the list of 
principal diagnosis codes assigned to 
surgical MS–DRG 008 is an error of 
omission. Therefore, in that proposed 
rule, we proposed to add diagnosis code 
251.3 to the list of principal or 
secondary diagnosis codes assigned to 
MS–DRG 008. As a conforming change, 
we also proposed to add diagnosis code 
251.3 to the list of principal or 
secondary diagnosis codes assigned to 
MS–DRG 010 (Pancreas Transplant). 

Comment: Commenters concurred 
with CMS’ proposal to add diagnosis 
code 251.3 to the list of principal or 
secondary diagnosis codes assigned to 
MS–DRG 008. In addition, the 
commenters concurred with the 
proposal to add diagnosis code 251.3 to 
the list of principal or secondary 
diagnosis codes assigned to MS–DRG 
010. 

Response: We appreciate the support 
for our proposals. 

We are adopting as final without 
modification our proposals to add 
diagnosis code 251.3 to the list of 
acceptable principal diagnoses in MS– 
DRG 008 and, as a conforming change, 
to add diagnosis code 251.3 to the list 
of acceptable principal or secondary 
diagnoses in MS–DRG 010. 

b. Bone Marrow Transplants 
As we discussed in the FY 2011 IPPS/ 

LTCH PPS proposed rule (75 FR 23898), 
we received two requests to review 
whether cost differences between an 

autologous bone marrow transplant 
(where the patient’s own bone marrow 
or stem cells are used) and an allogeneic 
bone marrow transplant (where bone 
marrow or stem cells come from either 
a related or unrelated donor) necessitate 
the creation of separate MS–DRGs to 
more appropriately account for the 
clinical nature of the services being 
rendered as well as the costs. One of the 
requestors stated that there are dramatic 
differences in the costs between the two 
types of transplants where allogeneic 
cases are significantly more costly. 

Bone marrow transplantation and 
peripheral blood stem cell 
transplantation are used in the 
treatment of certain cancers and bone 
marrow diseases. These procedures 
restore stem cells that have been 
destroyed by high doses of 
chemotherapy and/or radiation 
treatment. Currently, all bone marrow 
transplants are assigned to MS–DRG 009 
(Bone Marrow Transplant). 

For the FY 2011 IPPS/LTCH PPS 
proposed rule, we performed an 
analysis of the FY 2009 MedPAR data 
and found 1,664 total cases assigned to 
MS–DRG 009 with average costs of 
approximately $43,877 and an average 
length of stay of approximately 21 days. 
Of these MS–DRG 009 cases, 395 of 
them were allogeneic bone marrow 
transplant cases reported with one of 
the following ICD–9–CM procedure 
codes: 41.02 (Allogeneic bone marrow 
transplant with purging); 41.03 
(Allogeneic bone marrow transplant 
without purging); 41.05 (Allogeneic 
hematopoietic stem cell transplant 
without purging); 41.06 (Cord blood 
stem cell transplant); or 41.08 
(Allogeneic hematopoietic stem cell 
transplant). The average costs of these 
allogeneic cases, approximately 
$64,845, were higher than the overall 
average costs of all cases in MS–DRG 
009, approximately $43,877. The 
average length of stay for the allogeneic 
cases, approximately 28 days, was 
slightly higher than the average length 
of stay for all cases assigned to MS–DRG 
009, approximately 21 days. 

We found 1,269 autologous bone 
marrow transplant cases reported with 
one of the following ICD–9–CM 
procedure codes: 41.00 (Bone marrow 
transplant, not otherwise specified); 
41.01 (Autologous bone marrow 
transplant without purging); 41.04 
(Autologous hematopoietic stem cell 
transplant without purging); 41.07 
(Autologous hematopoietic stem cell 
transplant with purging); or 41.09 
(Autologous bone marrow transplant 
with purging). The average costs of 
these cases, approximately $37,350, was 
less than the overall average costs of all 
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cases in MS–DRG 009 and the average 
costs associated with the allogeneic 
bone marrow transplant cases. The 
average length of stay, of approximately 
19 days, was less than the average 
lengths of stay for all the cases assigned 
to MS–DRG 009 and for the allogeneic 

bone marrow transplant cases. We 
included in our analysis of the 
autologous bone marrow transplants 
cases, 5 cases that were reported with 
procedure code 41.00 (Bone marrow 
transplant, not otherwise specified). 
These 5 cases had average costs of 

approximately $41,084 and an average 
length of stay of approximately 12 days, 
which was similar to the other 
autologous bone marrow transplant 
cases. 

The table below illustrates our 
findings: 

MS–DRG Number of 
cases 

Average 
length of stay Average cost 

009—All cases ............................................................................................................................. 1,664 21.22 $43,877 
009—Cases with allogeneic bone marrow transplants ............................................................... 395 27.7 64,845 
009—Cases with autologous bone marrow transplants .............................................................. 1,269 19.1 37,350 

As a result of our analysis, the data 
support the requestor’s suggestion that 
there are cost differences associated 
with the autologous bone marrow 
transplants and allogeneic bone marrow 
transplants and warrants a separate MS– 
DRG for these procedures. Therefore, in 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23898 and 23899), we 
proposed to delete MS–DRG 009 and 
create two new MS–DRGs: MS–DRG 014 
(Allogeneic Bone Marrow Transplant) 
and MS–DRG 015 (Autologous Bone 
Marrow Transplant). We proposed that 
proposed MS–DRG 014 would include 
cases reported with one of the following 
ICD–9–CM procedure codes: 

• 41.02, Allogeneic bone marrow 
transplant with purging 

• 41.03, Allogeneic bone marrow 
transplant without purging 

• 41.05, Allogeneic hematopoietic 
stem cell transplant without purging 

• 41.06, Cord blood stem cell 
transplant 

• 41.08, Allogeneic hematopoietic 
stem cell transplant 

We proposed that proposed MS–DRG 
015 would include cases reported with 
one of the following ICD–9–CM 
procedure codes: 

• 41.00 (Bone marrow transplant, not 
otherwise specified) 

• 41.01 (Autologous bone marrow 
transplant without purging) 

• 41.04 (Autologous hematopoietic 
stem cell transplant without purging) 

• 41.07 (Autologous hematopoietic 
stem cell transplant with purging) 

• 41.09 (Autologous bone marrow 
transplant with purging) 

Comment: Several commenters 
supported our proposed changes and 
stated that these proposed MS–DRGs 
more precisely recognize the substantial 
differences in clinical complexity and 
costs associated with allogeneic and 
autologous bone marrow transplants, 
allowing for more appropriate hospital 
reimbursement. 

Response: We appreciate the support 
of the commenters. 

Comment: Two commenters who 
supported the proposed reclassification 

of the proposed bone marrow transplant 
MS–DRGs requested further refinement 
to account for severity of illness. The 
commenters suggested a three-way split 
for each proposed MS–DRG: With MCC, 
with CC, and without MCC or CC. A few 
commenters stated that the clinical and 
cost differences between unrelated and 
related allogeneic transplants 
necessitate further reclassification of 
proposed MS–DRG 014. However, one 
of the commenters pointed out that 
there were no ICD–9–CM codes to 
classify allogeneic transplant cases by 
cell source. 

Response: As we outlined in our FY 
2008 IPPS/LTCH PPS final rule with 
comment period published in the 
Federal Register on August 22, 2007 (72 
FR 47169), in designating an MS–DRG 
as one that would be subdivided into 
subgroups based on the presence of a CC 
or an MCC, we developed a set of 
criteria to facilitate our decision-making 
process. In order to warrant creation of 
a CC or an MCC subgroup within a base 
MS–DRG, the subgroup must meet all of 
the following five criteria: 

• A reduction in variance of charges 
of at least 3 percent. 

• At least 5 percent of the patients in 
the MS–DRG fall within the CC or MCC 
subgroup. 

• At least 500 cases are in the CC or 
MCC subgroup. 

• There is at least a 20-percent 
difference in average charges between 
subgroups. 

• There is a $4,000 difference in 
average charges between subgroups. 

We did not further subdivide 
proposed MS–DRG 014 and MS–DRG 
015 into severity levels as the 
commenters suggested because the 
proposed MS–DRGs did not meet our 
criteria for subdivision. With regard to 
the commenter who stated that there 
were no ICD–9–CM codes to classify 
allogeneic transplant cases by cell 
source, we note that, contrary to the 
commenter’s statement about the lack of 
being able to report the donor source, 
there are three ICD–9–CM procedure 

codes that identify the donor source of 
the transplant: 00.91 (Transplant from 
live related donor); 00.92 (Transplant 
from live non-related donor); and 00.93 
(Transplant from cadaver). We refer the 
commenter to section II.G.7. of this 
preamble for further information if the 
commenter is interested in submitting 
suggestions on coding issues. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to delete MS– 
DRG 009, and to create two new MS– 
DRGs: MS–DRG 014 (Allogeneic Bone 
Marrow Transplant) and MS–DRG 015 
(Autologous Bone Marrow Transplant). 
New MS–DRG 014 will include cases 
reported with one of the following ICD– 
9–CM procedure codes: 41.02; 41.03; 
41.05; 41.06; or 41.08. 

New MS–DRG 015 will include cases 
reported with one of the following ICD– 
9–CM procedure codes: 41.00; 41.01; 
41.04; 41.07; or 41.09. 

2. MDC 1 (Nervous System): 
Administration of Tissue Plasminogen 
Activator (tPA) (rtPA) 

During the comment period for the FY 
2010 IPPS/RY 2010 LTCH PPS proposed 
rule, we received a public comment that 
had not been the subject of a proposal 
in that proposed rule. The commenter 
had requested that CMS conduct an 
analysis of diagnosis code V45.88 
(Status post administration of tPA (rtPA) 
in a different facility within the last 24 
hours prior to admission to current 
facility) under MDC 1 (Diseases and 
Disorders of the Nervous System). 
Diagnosis code V45.88 was created for 
use beginning October 1, 2008, to 
identify patients who are given tissue 
plasminogen activator (tPA) at one 
institution, then transferred and 
admitted to a comprehensive stroke 
center for further care. This situation is 
referred to as the ‘‘drip-and-ship’’ issue 
that was discussed at detail in the FY 
2009 IPPS final rule (73 FR 48493). 

According to the commenter, the 
concern at the receiving facilities is that 
the costs associated with [caring for] 
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more complex stroke patients that 
receive tPA are much higher than the 
cost of the drug, presumably because 
stroke patients initially needing tPA 
have more complicated strokes and 
outcomes. However, because these 
patients do not receive the tPA at the 
second or transfer hospital, the 
receiving hospital will not be assigned 
to one of the higher weighted tPA stroke 
MS–DRGs when it admits these patients 
whose care requires the use of intensive 
resources. The MS–DRGs that currently 
include codes for the use of tPA are: 061 
(Acute Ischemic Stroke with Use of 
Thrombolytic Agent with MCC); 062 
(Acute Ischemic Stroke with Use of 
Thrombolytic Agent with CC); and 063 
(Acute Ischemic Stroke with Use of 
Thrombolytic Agent without CC/MCC). 
These MS–DRGs have higher relative 
weights in the hierarchy than the next 
six MS–DRGs relating to brain injury. 
The commenter requested an analysis of 
the use of diagnosis code V45.88 
reflected in the MedPAR data for FY 
2009 and FY 2010. The commenter 
believed that the data would show that 
the use of this code could potentially 
result in a new MS–DRG or a new set 
of MS–DRGs in FY 2011. 

In addressing this public comment in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43798), we noted that 
the comment was out of scope for the 
FY 2010 proposed rule and reiterated 
that the deadline for requesting data 
review and potential MS–DRG changes 
had been the previous December. In the 
FY 2011 IPPS/LTCH PPS proposed rule 
(75 FR 23899), we indicated that we 
were then able to address the 
commenter’s concern because we had 
been able to conduct an analysis of 
MedPAR claims data for this diagnosis 
code for that proposed rule. 

For the FY 2011 proposed rule, we 
undertook an analysis of MedPAR 
claims data for FY 2009. Our analysis 
reflected the data study specifically 
asked for by the requestor, that is, a 
review of the analysis of the presence or 
absence of diagnosis code V45.88. For 
our analysis in the proposed rule, we 
did not include claims for patient cases 
assigned to MS–DRGs 061, 062, or 063. 
Patients whose cases were assigned to 
these MS–DRGs would have been given 
the tPA at the initial hospital, had they 
been admitted there, with assignment of 
procedure code 99.10 (Injection or 
infusion of thrombolytic agent), prior to 
their transfer to a comprehensive stroke 
center. The tPA should not have been 
given at the receiving hospital if it had 
already been administered at the 
transferring hospital; therefore, 
inclusion of procedure code 99.10 on 
the receiving hospital’s claims would 

constitute erroneous coding. Likewise, 
we did not include MS–DRGs 067 and 
068 (Nonspecific CVA & Precerebral 
Occlusion without Infarction with MCC, 
and without MCC, respectively), or MS– 
DRG 069 (Transient Ischemia). We 
believe that claims assigned to MS– 
DRGs 067, 068, and 069 were unlikely 
to contain cases in which tPA had been 
administered. 

Our data analysis included MS–DRGs 
064, 065, and 066 (Intracranial 
Hemorrhage or Cerebral Infarction with 
MCC, with CC, and without CC/MCC, 
respectively) because claims involving 
diagnosis code V45.88 would be 
properly reported in the data for these 
MS–DRGs for FY 2009. This analysis 
can be viewed in the FY 2011 IPPS/ 
LTCH PPS proposed rule published in 
the Federal Register on May 4, 2010 (75 
FR 23899 through 23900). Based on our 
review of the data for all cases in MS– 
DRGs 064, 064, and 066, compared to 
the subset of cases containing the 
V45.88 secondary diagnosis code, we 
concluded that the movement of cases 
with diagnosis code V45.88 as a 
secondary diagnosis from MS–DRGs 
064, 065, and 066 into MS–DRGs 061, 
062, and 063 was not warranted. 

We determined that the differences in 
the average lengths of stay and the 
average costs were too small to warrant 
an assignment to the higher weighted 
MS–DRGs. Likewise, neither the lengths 
of stay nor the average costs were 
deemed substantial enough to justify the 
creation of an additional MS–DRG for 
transferred tPA cases, or to create 
separate MS–DRGs that would mirror 
the MCC, CC or without CC/MCC 
severity levels. 

Therefore, for FY 2011, we did not 
propose any change to MS–DRGs 061, 
062, 063, 064, 065, or 066, or any 
change involving the assignment of 
diagnosis code V45.88. 

Comment: One commenter agreed 
with CMS’ proposal to not make any 
changes to this group of MS–DRGs. The 
commenter also suggested revisiting this 
topic and reviewing the data after CMS 
begins capturing 25 diagnosis codes and 
25 procedure codes in future claims 
data. Another commenter suggested that 
diagnosis code V45.88 may be 
underreported, or, even if reported, may 
appear in a position [on the claim] that 
is lower than the nine diagnosis codes 
currently processed by Medicare. 

Response: The HIPAA ASC X12 
Technical Reports Type 3, Version 
005010 (Version 5010) standards system 
update is discussed at length elsewhere 
in this preamble. Currently, CMS’ 
claims processing system recognizes up 
to nine diagnosis codes and up to six 
procedure codes for MS–DRG 

determination. The ability to process up 
to 16 additional diagnosis codes and up 
to 19 additional procedure codes will 
begin on January 1, 2011, according to 
the Version 5010 update. We will be 
interested to see the difference in our 
MedPAR data that results from the 
additional diagnosis and procedure 
codes, and we will continue to follow 
the tPA, ‘‘drip-and-ship,’’ and diagnosis 
code V45.88 topic in our annual 
analysis. 

Comment: One commenter requested 
that CMS continue to monitor the costs 
and lengths of stays for these patients 
identified by diagnosis code V45.88 in 
order to determine whether, with 
improved coding compliance and 
accurate cost reporting, there will be 
any change to the initial findings such 
that MS–DRG assignments for the care 
of these patients need to be changed. 

Response: We review MS–DRG 
assignments annually and will continue 
to monitor this category of patients in 
the future. 

Comment: One commenter believed 
that the CMS data reported in the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 23899 through 23900) reflects that 
the V45.88 diagnosis code is being 
underused and that the numbers do not 
truly represent the much more common 
occurrence of stroke centers receiving 
stroke patients who already had tPA 
administered. With this underuse in 
mind, the commenter requested that 
CMS issue a transmittal or MLN Matters 
article that would inform physicians 
and coders alike about the existence of 
the code and simultaneously educate 
them on the proper use of the code. 

Response: While CMS is responsible 
for both changes to the ICD–9–CM 
procedure coding system through the 
ICD–9–CM Coordination and 
Maintenance Committee and the 
incorporation of the resulting diagnostic 
and procedure coding changes in CMS’ 
initiatives, we do not provide coding 
advice. CMS looks to our partners in the 
industry to fulfill this responsibility, 
specifically through the AHA in their 
publication Coding Clinic for ICD–9–CM 
and through the AHIMA in their coding 
training programs. 

In addition, we suggest that this 
commenter encourage its societies to 
educate their members through their 
newsletter or through coding and 
documentation presentations at society 
meetings. 

Comment: One commenter was 
concerned that the data analysis 
described above and displayed in the 
proposed rule did not properly compare 
certain patient populations. The 
commenter suggested that patients with 
ICD–9–CM codes associated with 
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ischemic stroke that have an 
accompanying V-code be compared to 
those ischemic stroke patients with the 
ICD–9–CM codes who were not treated 
with tPA. The commenter suggested 
limiting the MS–DRGs to 064, 065, and 
066, as well as 067 and 068, and further 
noted that the V-code should only be 
used for ischemic stroke patients who 
have received tPA at another hospital. 
The commenter believed that ischemic 
stroke patients who have not received 
tPA at another hospital should not be 
included in the V-code count. The 
commenter also recommended that 
cases in which hemorrhage is the cause 
of the stroke should not be included 
with cases of ischemic stroke since costs 
associated with these diseases are often 
different from each other. The 
commenter indicated that a more 
refined analysis of the data would show 
that these cases should be split into 

separate MS–DRGs, which would allow 
the cost differences to become apparent. 

Response: With regard to use of the 
V-code for ischemic stroke patients who 
have received tPA at another hospital, 
we point out that the correct use of 
V45.88 was created for that category of 
patients. Correct coding practice as well 
as the code title itself of V45.88 (Status 
post administration of tPA (rtPA) in a 
different facility within the last 24 hours 
prior to admission to current facility) 
precludes inclusion of this code by the 
sending hospital. 

With regard to the comment that 
ischemic stroke patients who have not 
received tPA at another hospital should 
not be included in the V-code count, we 
point out that these patients had not 
been included in the analysis published 
in the proposed rule; neither were they 
included in the analysis presented in 
this final rule. They would not appear 
in the data as having received tPA at 

another facility. Instead, if they had 
received tPA at the second or receiving 
hospital, that hospital would have 
coded those cases with ICD–9–CM 
procedure code 99.10 (Injection or 
infusion of thrombolytic agent), and the 
cases would have been assigned to MS– 
DRGs 061, 062, and 063 (Acute Ischemic 
Stroke with use of Thrombolytic Agent 
with MCC, with CC, or without CC/ 
MCC, respectively). 

In our original analysis for the 
proposed rule, we believe that we did 
address all of the commenter’s concerns. 
However, for this final rule, in response 
to the commenter’s request, we have 
arrayed the data from the original 
analysis in the following table in a 
manner that is divided into more 
categories. We also have included MS– 
DRGs 067 and 068 in the comparison as 
well, per the commenter’s request. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

The analysis of MS–DRGs 067 and 
068 above does not include a 
breakdown for cases of hemorrhage. 
That is because the principal diagnoses 
contained in these two MS–DRGs 
describe occlusion without infarct, by 
arterial site, except for diagnosis code 
436 (Acute but ill-defined, 
cerebrovascular disease). The 
commenter believes diagnosis code 436 
is often interpreted to be a ‘‘stroke, not 
otherwise specified’’ code and has been 
used to describe stroke events without 
a clear etiology, and wanted the analysis 
included for that reason. 

When CMS created the MS–DRGs for 
use beginning October 1, 2007 (FY 
2008), our purpose was, and remains, to 
accurately stratify groups of Medicare 
patients with varying levels of severity. 
Two of our major goals were to create 
DRGs that would more accurately reflect 
the severity of the cases assigned to 
them and to create groups that would 
have sufficient volume so that 
meaningful and stable payment weights 
could be developed. In designating an 
MS–DRG as one that could be 
subdivided into subgroups based on the 
presence of a CC or MCC, we developed 
a set of five criteria to facilitate our 
decision making process. The subgroup 
must meet all of the five criteria in order 
for division into CC or MCC splits to be 
considered. The entire discussion 
surrounding this process can be found 
in the FY 2008 IPPS/LTCH PPS final 
rule with comment period (72 FR 
47169). 

Even with additional review of the 
data, we are unable to justify either 
moving the ‘‘drip-and-ship’’ cases to 

higher weighted MS–DRGs or to 
consider creation of unique MS–DRGs 
for these cases. There is a paucity of 
data to substantiate such a change, 
whether due to underreporting of 
diagnosis code V45.88, or whether the 
tPA administered in another hospital 
was not documented in the receiving 
hospital’s records, or whether the code 
was reported to CMS but was further 
down the list than the nine diagnosis 
codes considered for MS–DRG 
assignment. The differences in the 
average lengths of stay and the average 
costs represented in the above table are 
too small to warrant an assignment to 
the higher weighted MS–DRGs, and the 
differences in the length of stay and 
costs are not substantial enough to 
justify the creation of additional MS– 
DRGs. Therefore, for FY 2011, we are 
not making any changes to MS–DRGs 
061, 062, 063, 064, 065, 066, 067, and 
068; nor are we making changes to the 
MS–DRG assignment of diagnosis code 
V45.88. 

We will continue to monitor these 
MS–DRGs and diagnosis code V45.88 in 
upcoming annual reviews of the IPPS. 

3. MDC 5 (Diseases and Disorders of the 
Circulatory System): Intraoperative 
Fluorescence Vascular Angiography 
(IFVA) and X-Ray Coronary 
Angiography in Coronary Artery Bypass 
Graft Surgery 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43785 through 
43787), we discussed a request we 
received to reassign cases reporting the 
use of intraoperative fluorescence 
vascular angiography (IFVA) with 

coronary artery bypass graft (CABG) 
procedures from MS–DRGs 235 and 236 
(Coronary Bypass without Cardiac 
Catheterization with and without MCC, 
respectively) to MS–DRG 233 (Coronary 
Bypass with Cardiac Catheterization 
with MCC) and MS–DRG 234 (Coronary 
Bypass with Cardiac Catheterization 
without MCC). Effective October 1, 
2007, procedure code 88.59 
(Intraoperative fluorescence vascular 
angiography (IFVA)) was established to 
describe this technology. 

In addition, we also discussed 
receiving related requests (74 FR 43798 
through 43799) that were outside the 
scope of issues addressed for MDC 5 in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule. There were three 
components to these requests. The first 
component involved the creation of new 
MS–DRGs. One request was to create 
four new MS–DRGs that would 
differentiate the utilization of resources 
between intraoperative angiography and 
IFVA when utilized with CABG. A 
second request was to create only one 
new MS–DRG to separately identify the 
use of intraoperative angiography, by 
any method, in CABG surgery. The 
second component involved reviewing 
the ICD–9–CM procedure codes. 
Currently, the ICD–9–CM procedure 
codes do not distinguish between 
preoperative, intraoperative, and 
postoperative angiography. Procedure 
code 88.59 (Intraoperative fluorescence 
vascular angiography (IFVA)) is one 
intraoperative angiography technique 
that allows visualization of the coronary 
vasculature. The third component 
involved reassigning cases with 
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procedure code 88.59 to the ‘‘Other 
Cardiovascular MS–DRGs’’: MS–DRGs 
228, 229, and 230 (Other Cardiothoracic 
Procedures with MCC, CC, and without 
CC/MCC, respectively). We stated our 
intent to consider these requests during 
the FY 2011 rulemaking process. 

After publication of the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, we 
were contacted by one of the requestors, 
the manufacturer of the IFVA 
technology. We met with the requestor 
in mid-November 2009 to discuss 
evaluating the data for IFVA (procedure 
code 88.59) again in consideration of a 
proposal to create new MS–DRGs and to 
discuss a request for a new procedure 
code(s). 

IFVA technology consists of a mobile 
device imaging system with software. It 
is used to test cardiac graft patency and 
technical adequacy at the time of 
coronary artery bypass grafting (CABG). 
While this system does not involve 
fluoroscopy or cardiac catheterization, it 
has been suggested that it yields results 
that are similar to those achieved with 
selective coronary arteriography and 
cardiac catheterization. Intraoperative 
coronary angiography provides 
information about the quality of the 
anastomosis, blood flow through the 
graft, distal perfusion, and durability. 
For additional information regarding 
IFVA technology, we refer readers to the 
September 28–29, 2006 ICD–9–CM 
Coordination and Maintenance 
Committee meeting handout at the 
following Web site: http://www.cms.
hhs.gov/ICD9ProviderDiagnosticCodes/
03_meetings.asp#TopOfPage. 

a. New MS–DRGs for Intraoperative 
Fluorescence Vascular Angiography 
(IFVA) With CABG 

As stated in the FY 2010 IPPS/LTCH 
PPS proposed rule (75 FR 23900), the 
manufacturer requested that we create 
four new MS–DRGs for CABG to 
distinguish CABG surgeries performed 
with IFVA and those performed without 
IFVA. According to the requestor, these 
four new MS–DRGs would correspond 
to the existing MS–DRG for CABG but 
would also include intraoperative 
angiography. The requestor proposed 
the following four new MS–DRGs: 

MS–DRG XXX (Coronary Bypass with 
Cardiac Catheterization with MCC with 
Intraoperative Angiography). 

MS–DRG XXX (Coronary Bypass with 
Cardiac Catheterization without MCC 
with Intraoperative Angiography). 

MS–DRG XXX (Coronary Bypass 
without Cardiac Catheterization with 
MCC with Intraoperative Angiography). 

MS–DRG XXX (Coronary Bypass 
without Cardiac Catheterization without 
MCC with Intraoperative Angiography). 

For the FY 2011 proposed rule, using 
claims data from the FY 2009 MedPAR 
file, we examined cases identified by 
procedure code 88.59 in MS–DRGs 233, 
234, 235, and 236. As shown in the table 
below, for both MS–DRGs 235 and 236, 
the cases utilizing IFVA technology 
(code 88.59) have a shorter length of 
stay and lower average costs compared 
to all cases in MS–DRGs 235 and 236. 
There were a total of 10,281 cases in 
MS–DRG 235 with an average length of 
stay of 10.61 days and average costs of 
$34,639. There were 114 cases 

identified by procedure code 88.59 with 
an average length of stay of 10.38 days 
with average costs of $28,238. In MS– 
DRG 236, there were a total of 22,410 
cases with an average length of stay of 
6.37 days and average costs of $23,402; 
and there were 186 cases identified by 
procedure code 88.59 with an average 
length of stay of 6.54 days and average 
costs of $19,305. Similar to the data 
reported last year, the data for FY 2009 
clearly demonstrate that the IFVA cases 
(identified by procedure code 88.59) are 
assigned appropriately to MS–DRGs 235 
and 236. We also examined cases 
identified by procedure code 88.59 in 
MS–DRGs 233 and 234. Likewise, in 
MS–DRGs 233 and 234 cases identified 
by code 88.59 reflect shorter lengths of 
stay and lower average costs compared 
to the remainder of the cases in those 
MS–DRGs; and there were a total of 
16,475 cases in MS–DRG 233 with an 
average length of stay of 13.47 days and 
average costs of $42,662. There were 58 
cases identified by procedure code 
88.59 with an average length of stay of 
12.12 days and average costs of $35,940. 
In MS–DRG 234, there were a total of 
23,478 cases with an average length of 
stay of 8.61 days and average costs of 
$29,615; and there were 67 cases 
identified by procedure code 88.59 with 
an average length of stay of 8.85 days 
and average costs of $25,379. The data 
clearly demonstrate the IFVA cases 
(identified by procedure code 88.59) are 
appropriately assigned to MS–DRGs 233 
and 234. 

MS–DRG Number of 
cases 

Average 
length of stay Average cost 

235—All cases ............................................................................................................................. 10,281 10.61 $34,639 
235—Cases with procedure code 88.59 ..................................................................................... 114 10.38 28,238 
235—Cases without procedure code 88.59 ................................................................................ 10,167 10.62 34,711 
236—All cases ............................................................................................................................. 22,410 6.37 23,402 
236—Cases with code procedure 88.59 ..................................................................................... 186 6.54 19,305 
236—Cases without procedure code 88.59 ................................................................................ 22,224 6.37 23,436 
233—All cases ............................................................................................................................. 16,475 13.47 42,662 
233—Cases with procedure code 88.59 ..................................................................................... 58 12.12 35,940 
233—Cases without procedure code 88.59 ................................................................................ 16,417 13.47 42,686 
234—All cases ............................................................................................................................. 23,478 8.61 29,615 
234—Cases with procedure code 88.59 ..................................................................................... 67 8.85 25,379 
234—Cases without procedure code 88.59 ................................................................................ 23,411 8.61 29,627 

We stated in the proposed rule that if 
the cases identified by procedure code 
88.59 were proposed to be reassigned 
from MS–DRGs 235 and 236 to MS– 
DRGs 233 and 234, they would be 
significantly overpaid. In addition, we 
indicated that because the cases in MS– 
DRGs 235 and 236 did not actually have 
a cardiac catheterization performed, a 
proposal to reassign cases identified by 
procedure code 88.59 would result in 

lowering the relative weights of MS– 
DRGs 233 and 234 where a cardiac 
catheterization is truly performed. 

In summary, in the proposed rule, we 
indicated that the data do not support 
moving IFVA cases (procedure code 
88.59) from MS–DRGs 235 and 236 to 
MS–DRGs 233 and 234. Therefore, we 
did not propose to make any MS–DRG 
modifications for cases reporting 
procedure code 88.59 for FY 2011. 

Comment: Several commenters agreed 
with CMS’ proposal to not make any 
MS–DRG modifications in FY 2011 for 
cases reporting procedure code 88.59. 
One commenter, the manufacturer, 
reported that they worked with a 
consulting group to conduct an analysis 
on a subset of MedPAR claims data that 
reported procedure code 88.59. 
According to the data presented, the 
consultant’s methodology for the 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00067 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2

http://www.cms.hhs.gov/ICD9ProviderDiagnosticCodes/03_meetings.asp#TopOfPage
http://www.cms.hhs.gov/ICD9ProviderDiagnosticCodes/03_meetings.asp#TopOfPage
http://www.cms.hhs.gov/ICD9ProviderDiagnosticCodes/03_meetings.asp#TopOfPage


50108 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

analysis involved examining only cases 
from the facilities that reported 
procedure code 88.59, in any procedure 
code sequencing position, in each one of 
the four MS–DRGs previously discussed 
(233, 234, 235, or 236). The 
manufacturer asserted that results of the 
consultant’s analysis varied 
significantly from the CMS data and that 
their data supported reassignment of 
cases reporting procedure code 88.59 
from MS–DRGs 235 and 236 to MS– 
DRGs 233 and 234. 

Response: We acknowledge the 
commenters who supported our 
proposal to not make any MS–DRG 
modifications for cases reporting 
procedure code 88.59 for FY 2011. In 
response to the manufacturer who 
worked with the consulting group, we 
point out that the process of evaluating 
MS–DRG reclassifications is not based 
on subsets of facility-specific data, but 
rather, as stated earlier in section II.B.2 
of the preamble to this final rule, in 
deciding whether to make modifications 
to the MS–DRGs we consider whether 
the resource consumption and clinical 
characteristics of the patients with a 
given set of conditions are significantly 
different than the remaining patients in 
the MS–DRG. In addition, in evaluating 
resource costs, we consider both the 
absolute and percentage differences in 
average costs between the cases we 
select for review and the remainder of 
cases in the MS–DRG. As the 
manufacturer noted, the consultant’s 
analysis submitted for consideration 
was based on a subset of facility-specific 
claims reporting code 88.59. Therefore, 
it is not comparable to the analysis 
conducted by CMS. While the 
consultant’s analysis included cases that 
reported procedure code 88.59, it did 
not reflect the differences in comparison 
to MedPAR claims data, as the CMS 
analysis did, that are representative of 
the remaining Medicare patients 
grouped in the above mentioned 
relevant MS–DRGs. 

In addition, the manufacturer also 
submitted the consultant’s summary of 
observations from the analysis which 
stated two key points: 

(1) The number of discharges they 
observed in the MedPAR data was 
slightly higher than the volumes 
reported in the proposed rule. They 
believed this may be the result of 
slightly different data files between 
what they examined and what CMS 
used. The volume differences are 
comparatively small. 

(2) They were unable to account for 
differences in their cost calculation for 
cases reporting procedure code 88.59 
and the CMS published results. Their 
hypothesis was that, because these 

represent a small number of cases, cost 
report differences may be playing a 
significant role in the calculation. 

Currently, CMS’ systems only process 
up to six procedure codes and, as the 
commenter stated, the consultant’s 
methodology considered procedure 
code 88.59 in any sequencing position. 
Therefore, it is unclear how many cases 
may have been reported after the sixth 
position. Effective January 1, 2011, the 
HIPAA ASC X12 Technical Reports 
Type 3, Version 005010 (Version 5010) 
standards system update will become 
effective. The version 5010 format will 
allow facilities to report up to 25 
diagnoses and 25 procedure codes, and 
CMS’ systems will begin to process all 
25 diagnosis and procedure codes. 
(Further detail regarding this issue is 
discussed in section II.G.11. of this final 
rule.). 

Lastly, the manufacturer concluded 
that ‘‘the cost data continue to be 
unreliable due to the sample size and 
inherent limitations of cost reporting.’’ 
We reiterate that the analysis conducted 
by the manufacturer and consultant 
were not comparable to the analysis 
conducted by CMS that examined cases 
reporting procedure code 88.59 against 
all cases in the specified MS–DRGs 
versus the consultant’s analysis that 
only provided data on those facilities 
that are using the technology and their 
associated costs. Therefore, we are 
finalizing our proposal to not reassign 
cases reporting procedure code 88.59 for 
FY 2011. 

b. New MS–DRG for Intraoperative 
Angiography, by Any Method, With 
CABG 

We also received a request to create a 
single MS–DRG for any type of 
intraoperative angiography utilized in 
CABG surgery. The requestor suggested 
the following title for the proposed new 
MS–DRG: XXX Coronary Bypass with 
Intraoperative Angiography, by any 
Method. 

As we indicated in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23901), 
currently, the only ICD–9–CM 
procedure code that identifies an 
intraoperative angiography is procedure 
code 88.59 (Intraoperative fluorescence 
vascular angiography), as described in 
the previous section. Due to the 
structure of the ICD–9–CM procedure 
classification system, it is not possible 
to distinguish when other types of 
angiography are performed 
intraoperatively. Therefore, we 
indicated that we were unable to 
evaluate any data, other than that for 
procedure code 88.59, as shown in the 
tables above. We did not propose to 
create a new MS–DRG in FY 2011 for 

coronary bypass with intraoperative 
angiography, by any method. 

Comment: Several commenters agreed 
with CMS’ proposal to not create a new 
MS–DRG in FY 2011 for coronary 
bypass with intraoperative angiography, 
by any method. Another commenter, the 
manufacturer, acknowledged the 
limitations of the ICD–9–CM coding 
structure and the ability to currently 
only identify one method of 
intraoperative angiography. The 
manufacturer stated that the creation of 
a new ICD–9–CM procedure code to 
identify intraoperative angiography by 
conventional X-ray angiography would 
allow CMS to obtain accurate data on 
intraoperative or completion 
angiography by either method. 

Response: We appreciate the 
commenter’s support of our proposal to 
not create a new MS–DRG in FY 2011 
for coronary bypass with intraoperative 
angiography, by any method. We also 
acknowledge the manufacturer’s 
concern regarding the inability to 
identify intraoperative angiography by 
conventional X-ray angiography. As 
discussed previously (75 FR 23901) and 
in further detail below, proposals for 
creating a new procedure code must be 
submitted to the ICD–9–CM 
Coordination and Maintenance 
Committee for consideration. 

c. New Procedure Codes 
In the FY 2011 IPPS/LTCH PPS 

proposed rule (75 FR 23901), we 
indicated that, in response to our 
invitation to submit public comments 
regarding the proposal not to make any 
MS–DRG modifications for cases 
reporting procedure code 88.59 in the 
FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule (74 FR 24106–24107), one 
requestor presented another option 
involving the creation of new ICD–9– 
CM procedure codes. According to the 
requestor, the purpose of these new 
codes would be to separately identify 
the two technologies used to perform 
intraoperative coronary angiography in 
CABG surgery: X-ray coronary 
angiography with cardiac 
catheterization and fluoroscopy versus 
intraoperative fluorescence coronary 
angiography (IFVA). The requestor 
stated that due to the structure of the 
current codes and MS–DRGs for CABG, 
it is difficult to identify when x-ray 
angiography is performed. 

X-ray angiography is commonly 
performed as a separate procedure in a 
catheterization laboratory. Currently, 
there are no procedure codes to 
distinguish if this angiography was 
performed preoperatively, 
intraoperatively, and/or postoperatively. 
We informed the requestor that they 
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could submit a proposal for creating a 
new procedure code(s) to the ICD–9–CM 
Coordination and Maintenance 
Committee for its consideration. 
Therefore, in the FY 2011 proposed 
rule, we indicated that this topic would 
be further evaluated through the ICD–9– 
CM Coordination and Maintenance 
Committee meeting process. 

Comment: Similar to comments made 
at the March 9–10, 2010 ICD–9–CM 
Coordination and Maintenance 
Committee meeting, one commenter, the 
manufacturer, stated that the resource 
utilization costs for a diagnostic cardiac 
catheterization, which is routinely 
performed in a catheterization 
laboratory may differ from those costs 
incurred for performing intraoperative 
completion angiography concomitant 
with a coronary artery bypass graft 
procedure in a surgical suite. However, 
the manufacturer noted that, regardless 
of the technology (IFVA or X-ray 
angiography), performance of 
intraoperative completion angiography 
in a surgical suite involves similar 
resources. The commenter further noted 
that an intraoperative completion 
angiography performed with X-ray 
angiography cannot be separately 
identified from a diagnostic cardiac 
catheterization due to the coding 
structure. According to the commenter, 
this scenario creates a payment 
incentive for physicians to select X-ray 
technology to perform a completion 
angiography, despite the known risks to 
patients associated with exposure to 
radiation because the code used to 
report X-ray angiography (cardiac 
catheterization) is recognized in the 
MS–DRG assignment. The commenter 
urged CMS to remove this incentive by 
ensuring that procedure code 88.59 will 
impact MS–DRG assignment in the same 
way that the code for X-ray angiography 
does. 

Response: As stated above, requests 
for updates and changes to the 
procedure coding system are discussed 
through the ICD–9–CM Coordination 
and Maintenance Committee meeting 
process. At the March 9–10, 2010 
meeting, a proposal was submitted by 
the manufacturer and presented. Details 
of the initial proposal regarding 
intraoperative angiography with 
coronary artery bypass graft discussed at 
the March 2010 ICD–9–CM 
Coordination and Maintenance 
Committee meeting along with the 
summary report of the meeting can be 
located at the following CMS Web site: 
http://www.cms.gov/ICD9Provider
DiagnosticCodes/03_meetings.asp. 

Currently, there is not a mechanism to 
analyze if both technologies utilize 
similar resources in the surgical suite as 

the manufacturer asserts since, as stated 
several times, the coding structure does 
not currently distinguish between 
intraoperative X-ray angiography and 
IFVA. Despite the inability to currently 
differentiate between the two 
technologies in an intraoperative 
setting, we disagree that physicians 
have a payment incentive to utilize X- 
ray angiography over IFVA to perform a 
completion angiography. The current 
MS–DRG assignments are based on 
claims data for the purposes of 
maintaining clinically coherence, 
accounting for patient’s severity of 
illness, ensuring similar utilization of 
resources and complexity of services 
and are not formulated to provide 
incentives as the commenter indicated. 
We believe that physicians provide the 
most clinically appropriate, quality of 
care and make decisions with respect to 
the individual patient’s needs and not 
subject patients to inherent risk. 

In response to the manufacturer’s 
request urging CMS to ensure that IFVA 
impacts the MS–DRG assignment in the 
same way as a cardiac catheterization 
currently does, as stated in the FY 2010 
IPPS/LTCH PPS final rule (74 FR 
43787), it would be inappropriate to 
reassign cases reporting the use of IFVA 
to higher weighted MS–DRGs merely as 
an incentive for hospitals to invest in 
the IFVA technology. 

As stated earlier, at the March 2010 
meeting, an initial proposal was 
presented and, as a result, one aspect of 
the two-part proposal was finalized that 
involves an update to an existing code 
and the creation of a new code for IFVA. 
Effective October 1, 2010 (FY 2011), 
procedure code 88.59 has been revised 
to uniquely identify intraoperative 
coronary fluorescence vascular 
angiography and new code 17.71 has 
been created to identify noncoronary 
intraoperative fluorescence vascular 
angiography. We do not agree with the 
manufacturer’s comment that these new 
code changes for FY 2011 will facilitates 
the MS–DRG case reassignment that the 
commenter proposed for procedure code 
88.59 and believed was appropriate for 
policy. CMS does believe additional 
data are needed to fully evaluate the 
volume of cases and resources involved 
to perform intraoperative completion 
angiography using X-ray technology 
versus IFVA. Therefore, CMS is 
planning to discuss other options at a 
future ICD–9–CM Coordination and 
Maintenance Committee meeting. 

In summary, we are finalizing our 
proposal not to make any changes to 
MS–DRGs 233, 234, 235 or 236 for cases 
reporting the use of procedure code 
88.59. 

d. MS–DRG Reassignment of 
Intraoperative Fluorescence Vascular 
Angiography (IFVA) 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23901 and 23902), 
we indicated that we had received a 
request suggesting that we reassign 
procedure code 88.59 (Intraoperative 
Fluorescence Vascular Angiography), to 
the ‘‘Other Cardiovascular MS–DRGs’’: 
MS–DRGs 228, 229, and 230 (Other 
Cardiothoracic Procedures with MCC, 
CC, and without CC/MCC, respectively). 
The requestor noted that these MS– 
DRGs have three levels of severity and 
that other procedures assigned to these 
MS–DRGs (for example, 
transmyocardial revascularization) are 
frequently performed at the same time 
as a CABG. The requestor believed that 
reassigning cases that report IFVA 
(procedure code 88.59) to these MS– 
DRGs would not result in a significant 
overpayment to hospitals. 

In the FY 2011 proposed rule, we 
pointed out that, in the surgical 
hierarchy, MS–DRGs 228, 229, and 230 
rank higher than MS–DRGs 233, 234, 
235, and 236, which were evaluated in 
the above tables for CABG procedures 
performed with IFVA (procedure code 
88.59). The surgical hierarchy reflects 
the relative resource requirements of 
various surgical procedures. For 
example, if a CABG surgery were 
performed along with another procedure 
currently assigned to MS–DRGs 228, 
229, and 230, the case would be 
assigned to one of the ‘‘Other 
Cardiothoracic Procedures MS–DRGs’’ 
(228, 229, and 230) because patients 
with multiple procedures are assigned 
to the highest surgical hierarchy to 
which one of the procedures is assigned. 

Therefore, as the data shown above 
did not demonstrate that IFVA utilized 
an equivalent (or additional) amount of 
resources as a cardiac catheterization to 
warrant a proposal to reassign IFVA 
cases to MS–DRGs 233 and 234 and the 
fact that IFVA cases with CABG 
performed with a procedure assigned to 
MS–DRGs 228, 229, and 230 would 
already be grouped to those same MS– 
DRGs, we did not propose to reassign 
cases reporting procedure code 88.59 to 
MS–DRGs 228, 229, and 230 for FY 
2011. 

Comment: Several commenters 
supported the proposal not to reassign 
cases reporting procedure code 88.59 to 
MS–DRGs 228, 229, and 230. 

Response: We appreciate the 
commenters’ support. 

We are finalizing our proposal to not 
reassign cases reporting procedure code 
88.59 to MS–DRGs 228, 229, and 230 for 
FY 2011. 
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4. MDC 6 (Diseases and Disorders of the 
Digestive System): Gastrointestinal 
Stenting 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR43799), we 
discussed a request we received to 
create new MS–DRGs in FY 2011 to 
better identify patients who undergo the 
insertion of a gastrointestinal stent. The 
request was considered outside the 
scope of issues addressed in the FY 
2010 IPPS/RY 2010 LTCH PPS proposed 
rule; therefore, we stated our intent to 
consider this request during the FY 
2011 rulemaking process. 

Gastrointestinal stenting is performed 
by inserting a tube (stent) into the 
esophagus, duodenum, biliary tract or 
colon to reestablish or maintain patency 
of these structures and allow 
swallowing, drainage, or passage of 
waste. The commenter requested that 
the new MS–DRGs be subdivided into 
three severity levels (with MCC, with 
CC, and without CC/MCC) to better 
align payment rates with resource 
consumption and improve the clinical 
coherence of these cases. 

In its own analysis using FY 2008 
MedPAR data, the commenter identified 
gastrointestinal stenting cases using 
relevant diagnosis codes and a 
combination of procedure codes with 
revenue code 0278 in MS–DRGs 374, 
375, and 376 (Digestive Malignancy 
with MCC, with CC, and without CC/ 
MCC, respectively), MS–DRGs 391and 
392 (Esophagitis, Gastroenteritis and 
Miscellaneous Digestive Disorders with 
MCC and without MCC, respectively), 
and MS–DRGs 393, 394, and 395 (Other 
Digestive System Diagnoses with MCC, 
with CC, and without CC/MCC, 
respectively) in MDC 6 (Diseases and 
Disorders of the Digestive System); and 
MS–DRGs 435, 436, and 437 
(Malignancy of Hepatobiliary System or 
Pancreas with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
7 (Diseases and Disorders of the 
Hepatobiliary System and Pancreas). 

As stated above, the commenter 
utilized a combination of procedure 
codes along with revenue code 0278 for 
its analysis. There were a total of six 
procedure codes included, of which, 
only three (procedure codes 42.81, 
51.87, and 52.93) actually describe the 
insertion of a stent. The complete list of 
procedure codes is as follows: 

• 42.81 (Insertion of permanent tube 
into esophagus) 

• 45.13 (Other endoscopy of small 
intestine) 

• 45.22 (Endoscopy of large intestine 
through artificial stoma) 

• 46.85 (Dilation of intestine) 
• 51.87 (Endoscopic insertion of stent 

(tube) into bile duct) 

• 52.93 (Endoscopic insertion of stent 
(tube) into pancreatic duct) 

The commenter aggregated the results 
by the previously mentioned MS–DRG 
groupings and did not present results 
for individual stenting procedures. 
According to the commenter, mean 
standardized charges for gastrointestinal 
stenting procedures were higher than 
those for nonstenting procedures across 
all levels of severity of illness. In 
addition, the commenter believed that 
the difference in charges was not simply 
related to the costs of the stents, but 
rather that the extent of the difference 
in charges reflected the severity of 
illness and resource intensity associated 
with gastrointestinal stenting 
procedures. 

As indicated in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23902), 
in response to the commenter’s request, 
we pointed out that we do not utilize 
revenue codes in our process to evaluate 
if new MS–DRGs are warranted. The use 
of revenue codes in the MS–DRG 
reclassification process would require a 
major structural change from the current 
process that has been utilized since the 
inception of the IPPS. In addition, the 
commenter included procedure codes in 
its analysis that do not identify the 
insertion of a stent; thereby, the data are 
unreliable. Furthermore, two procedure 
codes describing the insertion of a 
colonic stent were recently 
implemented, effective with discharges 
occurring on or after October 1, 2009— 
procedure code 46.86 (Endoscopic 
insertion of colonic stent(s)) and 
procedure code 46.87 (Other insertion of 
colonic stent(s)). However, we do not 
have data currently available on these 
two new procedure codes to include 
them in a comprehensive analysis. 
Lastly, as the commenter indicated, the 
differences between those procedures 
with and without stents is a reflection 
on the severity of illness and resource 
consumption associated with these 
types of procedures. The commenter 
also acknowledged that patients 
receiving a gastrointestinal stent who 
are severely debilitated due to 
prolonged illness are reflected by the 
fact that the majority of cases are 
assigned to MS–DRGs for patients with 
MCCs (major complications or 
comorbidities). Therefore, the medical 
MS–DRGs to which these procedures 
are currently assigned already account 
for the severity of illness and intensity 
of resources utilized. 

For the FY 2011 IPPS/LTCH PPS 
proposed rule, using FY 2009 MedPAR 
data, we analyzed the three procedure 
codes that truly identify and describe 
the insertion of a stent (procedure codes 
42.81, 51.87, and 52.93) within the MS– 

DRGs referenced above. Similar to the 
commenter’s findings, our analysis 
demonstrated a small volume of cases in 
which insertion of a gastrointestinal 
stent occurred in the specified MS– 
DRGs. Of the 411,390 total cases across 
the digestive system MS–DRGs the 
requestor identified, there were only 
2,011 cases that involved the actual 
insertion of a gastrointestinal stent. 
These cases had average costs ranging 
from a low of $5,846 to a high of 
$17,626. Based on these findings, in the 
proposed rule, we indicated that we did 
not believe it was appropriate to assign 
cases with such disparity in costs into 
a single, new MS–DRG. Furthermore, in 
applying the five criteria used to 
establish new MS–DRGs, we indicated 
that the data do not support the creation 
of new MS–DRGs with three severity 
levels (with MCC, with CC, and without 
CC/MCC). 

For the reasons stated above, we 
invited the public to submit comments 
on our proposal not to make any MS– 
DRG modifications to cases involving 
the use of gastrointestinal stents for FY 
2011. 

Comment: Several commenters in 
general supported CMS’ proposal not to 
make any MS–DRG modifications 
involving the use of gastrointestinal 
stents for FY 2011. One commenter 
expressed appreciation for CMS’ efforts 
to consider its request to create a new 
series of MS–DRGs for gastrointestinal 
stent placement cases. The commenter 
acknowledged the lack of specific ICD– 
9–CM procedure codes for colonic and 
duodenal stent placement in the data 
and CMS’ practice of not using revenue 
codes to help distinguish between 
different types of procedures. The 
commenter agreed that the lack of 
specific codes and not using revenue 
codes in the MS–DRG grouping logic 
precludes CMS’ ability to implement the 
requested MS–DRG modifications for 
gastrointestinal stents for FY 2011. The 
commenter indicated that it will 
continue to monitor these cases in 
future years and, if appropriate, request 
the creation of new MS–DRGs. 

Response: We agree with the 
commenters that our data and claims 
analysis support our proposal to not 
make any MS–DRG modifications to 
cases involving the use of 
gastrointestinal stents for FY 2011. 
Therefore, we are finalizing our 
proposal to not make any MS–DRG 
modifications to cases involving the use 
of gastrointestinal stents for FY 2011. 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00070 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50111 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

5. MDC 8 (Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue): Pedicle-Based Dynamic 
Stabilization 

As we did for FY 2009 (73 FR 45820), 
we received a request from a 
manufacturer to reassign procedure 
code 84.82 (Insertion or replacement of 
pedicle-based dynamic stabilization 
device(s)), effective October 1, 2007, 
from MS–DRG 490 (Back and Neck 
Procedures Except Spinal Fusion with 
CC/MCC or Disc Device/ 
Neurostimulator) to MS–DRG 460 
(Spinal Fusion Except Cervical without 
MCC). According to the manufacturer, 
the technology that is identified by this 
procedure code, the Dynesys® Dynamic 
Stabilization System, is clinically 
similar to lumbar spinal fusion and 
requires similar utilization of resources. 

Dynamic stabilization is a concept 
that utilizes a flexible system to stabilize 
the spine without fusion. The primary 
goals of dynamic stabilization are to 
limit the amount of unnatural spinal 
motion and preserve as much of the 
patient’s natural anatomic structures as 
possible. The Dynesys® Dynamic 
Stabilization System is comprised of 
three components with specific 
functions: titanium alloy pedicle screws 
that anchor the system to the spine; a 
polyethylene-terephthalate (PET) cord 
that connects the Dynesys® screws; and 
a polycarbonate-urethane (PCU) spacer 
that runs over the cord between the 
Dynesys® screws. The system is placed 
under tension creating a dynamic 
interaction between the components. 

The MS–DRGs are comprised of 
clinically coherent groups of patients 
who consume similar utilization of 
resources and complexity of services. 
The insertion of a Dynesys® Dynamic 
Stabilization System is clinically not a 
lumbar fusion. As stated previously, 
dynamic stabilization is a concept that 
utilizes a flexible system to stabilize the 
spine without fusion. Therefore, in the 
FY 2011 IPPS/LTCH PPS proposed rule 
(75 FR 23903), we stated that it would 
be clinically inappropriate to reassign 
cases reporting procedure code 84.82 in 
the fusion MS–DRG. 

In conclusion, the Dynesys® Dynamic 
Stabilization System is currently FDA 
approved for use only as an adjunct to 
spinal fusion, there is uncertainty 
regarding the coding and reporting of 
procedure code 84.82, as well as off- 
label use, and currently, all other 
similar nonfusion devices are assigned 
to MS–DRG 490. 

For the reasons listed above, we did 
not propose to reassign cases reporting 
procedure code 84.82 from MS–DRG 
490 to MS–DRG 460 for FY 2011. 

Comment: Several commenters 
supported CMS’ proposal not to reassign 
cases reporting procedure code 84.82 
from MS–DRG 490 to MS–DRG 460 for 
FY 2011. One commenter, the 
manufacturer, stated that they 
conducted a clinical comparison of 
Dynesys® as well as an analysis of 
charges and costs associated with MS– 
DRGs 490 and 460, specifically 
procedure codes 84.82 (Insertion or 
replacement of pedicle-based dynamic 
stabilization device(s)), and 81.08 
(Lumbar and lumbosacral fusion, 
posterior technique). According to the 
manufacturer, the analysis 
demonstrated that the resource 
utilization of Dynesys® as a nonfusion 
device is similar to that of fusion and is 
greater than that of other procedures 
grouped in MS–DRG 490. 

Response: We appreciate the 
manufacturer’s analysis. As stated 
previously, and as the manufacturer 
stated in its comments, the FDA has not 
yet approved the Post-Market Approval 
(PMA) application to expand the 
indication of Dynesys® for use as a non- 
fusion device. Dynesys® is currently 
approved as an adjunct to spinal fusion; 
therefore, when reported correctly, cases 
utilizing the Dynesys® technology are 
appropriately assigned to the fusion 
MS–DRGs. We will continue to monitor 
the resource utilization of procedure 
codes 84.82 and 81.08 to determine if 
future MS–DRG reassignments or new 
MS–DRGs are warranted. For FY 2011, 
we are finalizing our proposal not to 
reassign cases with procedure code 
84.82 from MS–DRG 490 to MS–DRG 
460. 

6. MDC 15 (Newborns and Other 
Neonates With Conditions Originating 
in the Perinatal Period) 

a. Discharges/Transfers of Neonates to a 
Designated Cancer Center or Children’s 
Hospital 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23903), 
we received a request to add patient 
discharge status code 05 (Discharged/ 
transferred to a designated cancer center 
or children’s hospital) to the MS–DRG 
GROUPER logic for MS–DRG 789 
(Neonates, Died or Transferred to 
Another Acute Care Facility). Currently, 
neonate cases with the discharge status 
code 05 are being assigned to MS–DRG 
795 (Normal Newborn). 

The definition of discharge status 
code 05 was changed on April 1, 2008, 
from ‘‘discharged/transferred to another 
type of health care institution not 
defined elsewhere in this code list’’ to 
‘‘discharged/transferred to a designated 
cancer center or children’s hospital.’’ 

For the FY 2011 proposed rule, we 
examined cases in the FY 2009 MedPAR 
file but did not find any cases with the 
discharge status code 05 that were 
assigned to either MS–DRG 789 or MS– 
DRG 795. However, we indicated that 
we believed the request has merit in 
identifying neonate cases appropriately. 
Therefore, for FY 2011, we proposed to 
add discharge status code 05 to the MS– 
DRG GROUPER logic for MS–DRG 789. 

Comment: Some commenters 
supported the proposed change to the 
MS–DRG GROUPER logic for discharge 
status 05. A few commenters 
commended CMS for responding to 
industry requests related to MDC 15, 
especially in light of the limited impact 
on the Medicare population while 
acknowledging that other payers also 
utilize the MS–DRG classification 
system. One commenter recommended 
adding the logic for discharge status 
code 05 to the MS–DRG GROUPER logic 
for all newborn cases assigned to MS– 
DRGs: 790 (Extreme Immaturity or 
Respiratory Distress Syndrome, 
Neonate), 791 (Prematurity with Major 
Problems), 792 (Prematurity without 
Major Problems), 793 (Full Term 
Neonate with Major Problems), 794 
(Neonate with Other Significant 
Problems), and 795 so that these cases 
may be appropriately grouped to the 
MS–DRG 789 for transferred neonates. 

Response: We appreciate the support 
of the commenters. To clarify our 
proposed policy change, we are adding 
discharge status code 05 to the MS–DRG 
GROUPER logic for assigning cases to 
MS–DRG 789. This change will result in 
any case identified with discharge status 
05, which would have normally been 
assigned to MS–DRGs 790 through 795, 
being reassigned to MS–DRG 789, as the 
commenter recommended. 

After consideration of the public 
comments we received, we contend that 
this logic change has merit and, 
therefore, are adopting it as final for FY 
2011. All newborn cases assigned to 
MS–DRGs 790 through 795 and 
indentified with discharge status 05 will 
be reassigned to MS–DRG 789 for 
transferred neonates. 

b. Vaccinations of Newborns 
As discussed in the FY 2011 IPPS/ 

LTCH PPS proposed rule (75 FR 23903), 
we received a request to examine the 
assignment of code V64.05 (Vaccination 
not carried out because of caregiver 
refusal) to MS–DRG 794 (Neonate with 
Other Significant Problems). Code 
V64.05 is currently being reported when 
a physician documents that a parent/ 
caregiver has refused immunization for 
a child. The reporting of this code as a 
principal or secondary diagnosis 
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impacts the MS–DRG assignment for 
normal newborns cases being assigned 
to MS–DRG 794. 

For the FY 2011 proposed rule, we 
examined cases in the FY 2009 MedPAR 
file but did not find any cases of code 
V64.05 assigned to MS–DRG 794. Our 
medical advisors agree that code V64.05 
should not be assigned to MS–DRG 794. 
We determined that the presence of 
code V64.05 does not indicate that there 
is a significant problem with the 
newborn and should not be assigned to 
MS–DRG 794. Therefore, as we 
indicated in the FY 2011 proposed rule, 
we believe that assignment of code 
V64.05 to MS–DRG 795 (Normal 
Newborn) would be more appropriate 
for this code because it does not identify 
a significant problem. 

The logic for MS–DRG 795 contains a 
list of principal diagnosis codes for 
normal newborn and no secondary 
diagnosis or a list of only secondary 
diagnosis codes. Therefore, in the 
proposed rule, for FY 2011, we 
proposed to remove code V64.05 from 
MS–DRG 794 and add this code to the 
only secondary diagnosis list for MS– 
DRG 795. 

Comment: Commenters supported 
this proposed change. 

Response: We appreciate the 
commenters support. As stated above, 
we believe that the assignment of code 
V64.05 to MS–DRG 795 is appropriate. 

After consideration of the public 
comments we received, we are adopting 
our proposal to remove code V64.05 
from MS–DRG 794 and to add it to the 
only secondary diagnosis list for MS– 
DRG 795 as final for FY 2011. 

7. Medicare Code Editor (MCE) Changes 
As explained under section II.B.1. of 

the preamble of this final rule, the 
Medicare Code Editor (MCE) is a 
software program that detects and 
reports errors in the coding of Medicare 
claims data. Patient diagnoses, 
procedure(s), and demographic 
information are entered into the 
Medicare claims processing systems and 
are subjected to a series of automated 
screens. The MCE screens are designed 
to identify cases that require further 
review before classification into a MS– 
DRG. In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23903), we 
indicated that we intended to make the 
following changes to the MCE edits and 
invited public input on whether or not 
we should do so: 

a. Unacceptable Principal Diagnosis 
Edit: Addition of Code for Gastroparesis 

It was brought to our attention that 
diagnosis code 536.3 (Gastroparesis) has 
a ‘‘code first underlying disease’’ note. 

This note indicates that diagnosis code 
536.3 should not be used as a principal 
diagnosis. Therefore, diagnosis code 
536.3 should have been included on the 
list of unacceptable principal diagnoses 
in the MCE. 

We agree that diagnosis code 536.3 
should have been included on the list of 
unacceptable principal diagnoses in the 
MCE. Therefore, in the proposed rule for 
FY 2011, we indicated that we intended 
to add diagnosis code 536.3 to that list 
in the MCE. 

Comment: A number of commenters 
opposed the proposed change because 
they believed that this sequencing 
change in the order of reported codes 
would eliminate Medicare coverage for 
the condition of gastroparesis. 

Response: The commenters 
erroneously believed that this 
sequencing change in the order of 
reported codes would eliminate 
Medicare coverage for the condition of 
gastroparesis. Therefore, we are taking 
the opportunity in this final rule to 
clarify that at no time did we intend to 
withdraw coverage for gastroparesis. We 
believe that many commenters 
mistakenly assumed that if diagnosis 
code 536.3 were not permitted to be in 
the principal diagnosis position, it 
would become a noncovered condition 
by Medicare. This is not CMS’ intent, 
nor would it have been the result of our 
proposed change. As one commenter 
stated: ‘‘The effect of the proposed edit 
would be that idiopathic gastroparesis 
* * * could not be sequenced as a 
principal diagnosis. We recognize that 
an inconsistency currently exists 
between the MCE and the ‘code first 
underlying disease’ associated with 
[code] 536.3. We understand the issue is 
not with the MCE, but rather the note.’’ 

We agree with the commenters and 
with the medical community that 
diagnosis code 536.3 should not be 
included in the MCE’s Unacceptable 
Principal Diagnosis Edit, and hereby 
withdraw our suggestion to put it on 
that list. Diagnosis code 536.3 will not 
be added to the MCE in FY 2011. 

We understand that the matter of the 
‘‘code first’’ note will be addressed by 
the ICD–9–CM Coordination & 
Maintenance Committee in September 
2010. 

b. Open Biopsy Check Edit 
The Open Biopsy Check edit in the 

MCE dates back to the early years of the 
IPPS when the surgical and medical 
DRGs were not as expansive as they are 
today. In the mid-1980s when the Open 
Biopsy Check edit was created, the ICD– 
9–CM codes did not have many biopsy 
procedure codes that clearly showed the 
approach, such as codes for open, 

percutaneous, and closed biopsies. 
Furthermore, under the current MS– 
DRGs, the open biopsy codes do not 
have as significant an impact as they did 
in the early versions of the DRGs. We 
believe that the Open Biopsy Check edit 
no longer serves a useful purpose. 
Therefore, in the FY 2011 proposed 
rule, we indicated that we intended to 
delete the entire Open Biopsy Check 
edit from the MCE, which meant 
removing the following 63 codes from 
the edit: 

• 01.11 (Closed [Percutaneous] 
[Needle] biopsy of cerebral meninges) 

• 01.12 (Open biopsy of cerebral 
meninges) 

• 01.13 (Closed [Percutaneous] 
[Needle] biopsy of brain) 

• 01.14 (Open biopsy of brain) 
• 04.11 (Closed [Percutaneous] 

[Needle] biopsy of cranial or peripheral 
nerve or ganglion) 

• 04.12 (Open biopsy of cranial or 
peripheral nerve or ganglion) 

• 06.11 (Closed [Percutaneous] 
[Needle] biopsy of thyroid gland) 

• 06.12 (Open biopsy of thyroid 
gland) 

• 07.11 (Closed [Percutaneous] 
[Needle] biopsy of adrenal gland) 

• 07.12 (Open biopsy of adrenal 
gland) 

• 22.11 (Closed [Endoscopic] [Needle] 
biopsy of nasal sinus) 

• 22.12 (Open biopsy of nasal sinus) 
• 25.01 (Closed [Needle] biopsy of 

tongue) 
• 25.02 (Open biopsy of tongue) 
• 26.11 (Closed [Needle] biopsy of 

salivary gland or duct) 
• 26.12 (Open biopsy of salivary 

gland or duct) 
• 31.43 (Closed [Endoscopic] biopsy 

of larynx) 
• 31.44 (Closed [Endoscopic] biopsy 

of trachea) 
• 31.45 (Open biopsy of larynx or 

trachea) 
• 33.24 (Closed [Endoscopic] biopsy 

of bronchus) 
• 33.25 (Open biopsy of bronchus) 
• 33.26 (Closed [Percutaneous] 

[Needle] biopsy of lung) 
• 33.28 (Open biopsy of lung) 
• 34.25 (Closed [Percutaneous] 

[Needle] biopsy of mediastinum) 
• 34.26 (Open mediastinal biopsy) 
• 41.32 (Closed [Aspiration] 

[Percutaneous] biopsy of spleen) 
• 41.33 (Open biopsy of spleen) 
• 42.24 (Closed [Endoscopic] biopsy 

of esophagus) 
• 42.25 (Open biopsy of esophagus) 
• 44.14 (Closed [Endoscopic] biopsy 

of stomach) 
• 44.15 (Open biopsy of stomach) 
• 45.14 (Closed [Endoscopic] biopsy 

of small intestine) 
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• 45.15 (Open biopsy of small 
intestine) 

• 45.25 (Closed [Endoscopic] biopsy 
of large intestine) 

• 45.26 (Open biopsy of large 
intestine) 

• 48.24 (Closed [Endoscopic] biopsy 
of rectum) 

• 48.25 (Open biopsy of rectum) 
• 50.11 (Closed (Percutaneous) 

[Needle] biopsy of liver) 
• 50.12 (Open biopsy of liver) 
• 51.12 (Percutaneous biopsy of 

gallbladder or bile ducts) 
• 51.13 (Open biopsy of gallbladder 

or bile ducts) 
• 52.11 (Closed [Aspiration] [Needle] 

[Percutaneous] biopsy of pancreas) 
• 52.12 (Open biopsy of pancreas) 
• 54.23 (Biopsy of peritoneum) 
• 54.24 (Closed [Percutaneous] 

[Needle] biopsy of intra-abdominal 
mass) 

• 55.23 (Closed [Percutaneous] 
[Needle] biopsy of kidney) 

• 55.24 (Open biopsy of kidney) 
• 56.32 (Closed percutaneous biopsy 

of ureter) 
• 56.34 (Open biopsy of ureter) 
• 57.33 (Closed [Transurethral] 

biopsy of bladder) 
• 57.34 (Open biopsy of bladder) 
• 60.11 (Closed [Percutaneous] 

[Needle] biopsy of prostate) 
• 60.12 (Open biopsy of prostate) 
• 60.13 (Closed [Percutaneous] biopsy 

of seminal vesicles) 
• 60.14 (Open biopsy of seminal 

vesicles) 
• 62.11 (Closed [Percutaneous] 

[Needle] biopsy of testis) 
• 62.12 (Open biopsy of testis) 
• 68.13 (Open biopsy of uterus) 
• 68.14 (Open biopsy of uterine 

ligaments) 
• 68.15 (Closed biopsy of uterine 

ligaments) 
• 68.16 (Closed biopsy of uterus) 
• 85.11 (Closed [Percutaneous] 

[Needle] biopsy of breast) 
• 85.12 (Open biopsy of breast) 
We did not receive any public 

comments regarding the proposal to 
delete the Open Biopsy Check edit from 
the MCE. Therefore, because there were 
no objections to the proposal, we are 
deleting the Open Biopsy Check edit 
from the MCE. The edit containing the 
codes listed above will be removed, 
effective for October 1, 2010 (FY 2011). 

c. Noncovered Procedure Edit 

The ICD–9–CM procedure codes 52.80 
(Pancreatic transplant, not otherwise 
specified) and 52.82 (Homotransplant of 
pancreas) alone (that is, without 
procedure code 55.69 (Other kidney 
transplantation)) are considered 
noncovered procedures, except when 

either one is combined with at least one 
specific principal or secondary 
diagnosis code. These specific diagnosis 
codes identify Type I diabetes mellitus, 
not stated as uncontrolled, or else 
identified as uncontrolled. 

To conform to the proposed change to 
Pre-MDC MS–DRGs 008 and 010 as 
discussed in section II.G.1. of the FY 
2011 IPPS/LTCH PPS proposed rule, in 
which we proposed to add code 251.3 
(Postsurgical hypoinsulinemia) to those 
MS–DRGs, we indicated in that FY 2011 
proposed rule that we intended to add 
procedure code 251.3 to the list of 
acceptable principal or secondary 
diagnosis codes in the MCE. 

We did not receive any public 
comments on our proposal to add 
procedure code 251.3 to the list of 
acceptable principal or secondary 
diagnosis codes in the MCE. Therefore, 
because there were no objections to this 
proposal, we are adding procedure code 
251.3 (Postsurgical hypoinsulinemia) to 
the MCE in the list of acceptable 
principal or secondary codes associated 
with procedure codes 52.80 (Pancreatic 
transplant, not otherwise specified) and 
52.82 (Homotransplant of pancreas). 

8. Surgical Hierarchies 
Some inpatient stays entail multiple 

surgical procedures, each one of which, 
occurring by itself, could result in 
assignment of the case to a different 
MS–DRG within the MDC to which the 
principal diagnosis is assigned. 
Therefore, it is necessary to have a 
decision rule within the GROUPER by 
which these cases are assigned to a 
single MS–DRG. The surgical hierarchy, 
an ordering of surgical classes from 
most resource-intensive to least 
resource-intensive, performs that 
function. Application of this hierarchy 
ensures that cases involving multiple 
surgical procedures are assigned to the 
MS–DRG associated with the most 
resource-intensive surgical class. 

Because the relative resource intensity 
of surgical classes can shift as a function 
of MS–DRG reclassification and 
recalibrations, we reviewed the surgical 
hierarchy of each MDC, as we have for 
previous reclassifications and 
recalibrations, to determine if the 
ordering of classes coincides with the 
intensity of resource utilization. 

A surgical class can be composed of 
one or more MS–DRGs. For example, in 
MDC 11, the surgical class ‘‘kidney 
transplant’’ consists of a single MS–DRG 
(MS–DRG 652) and the class ‘‘major 
bladder procedures’’ consists of three 
MS–DRGs (MS–DRGs 653, 654, and 
655). Consequently, in many cases, the 
surgical hierarchy has an impact on 
more than one MS–DRG. The 

methodology for determining the most 
resource-intensive surgical class 
involves weighting the average 
resources for each MS–DRG by 
frequency to determine the weighted 
average resources for each surgical class. 
For example, assume surgical class A 
includes MS–DRGs 1 and 2 and surgical 
class B includes MS–DRGs 3, 4, and 5. 
Assume also that the average costs of 
MS–DRG 1 is higher than that of MS– 
DRG 3, but the average costs of MS– 
DRGs 4 and 5 are higher than the 
average costs of MS–DRG 2. To 
determine whether surgical class A 
should be higher or lower than surgical 
class B in the surgical hierarchy, we 
would weigh the average costs of each 
MS–DRG in the class by frequency (that 
is, by the number of cases in the MS– 
DRG) to determine average resource 
consumption for the surgical class. The 
surgical classes would then be ordered 
from the class with the highest average 
resource utilization to that with the 
lowest, with the exception of ‘‘other O.R. 
procedures’’ as discussed below. 

This methodology may occasionally 
result in assignment of a case involving 
multiple procedures to the lower- 
weighted MS–DRG (in the highest, most 
resource-intensive surgical class) of the 
available alternatives. However, given 
that the logic underlying the surgical 
hierarchy provides that the GROUPER 
search for the procedure in the most 
resource-intensive surgical class, in 
cases involving multiple procedures, 
this result is sometimes unavoidable. 

We note that, notwithstanding the 
foregoing discussion, there are a few 
instances when a surgical class with a 
lower average cost is ordered above a 
surgical class with a higher average cost. 
For example, the ‘‘other O.R. 
procedures’’ surgical class is uniformly 
ordered last in the surgical hierarchy of 
each MDC in which it occurs, regardless 
of the fact that the average costs for the 
MS–DRG or MS–DRGs in that surgical 
class may be higher than those for other 
surgical classes in the MDC. The ‘‘other 
O.R. procedures’’ class is a group of 
procedures that are only infrequently 
related to the diagnoses in the MDC, but 
are still occasionally performed on 
patients in the MDC with these 
diagnoses. Therefore, assignment to 
these surgical classes should only occur 
if no other surgical class more closely 
related to the diagnoses in the MDC is 
appropriate. 

A second example occurs when the 
difference between the average costs for 
two surgical classes is very small. We 
have found that small differences 
generally do not warrant reordering of 
the hierarchy because, as a result of 
reassigning cases on the basis of the 
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2 See the FY 1989 final rule (53 FR 38485, 
September 30, 1988), for the revision made for the 
discharges occurring in FY 1989; the FY 1990 final 
rule (54 FR 36552, September 1, 1989), for the FY 
1990 revision; the FY 1991 final rule (55 FR 36126, 
September 4, 1990), for the FY 1991 revision; the 
FY 1992 final rule (56 FR 43209, August 30, 1991) 
for the FY 1992 revision; the FY 1993 final rule (57 
FR 39753, September 1, 1992), for the FY 1993 
revision; the FY 1994 final rule (58 FR 46278, 

September 1, 1993), for the FY 1994 revisions; the 
FY 1995 final rule (59 FR 45334, September 1, 
1994), for the FY 1995 revisions; the FY 1996 final 
rule (60 FR 45782, September 1, 1995), for the FY 
1996 revisions; the FY 1997 final rule (61 FR 46171, 
August 30, 1996), for the FY 1997 revisions; the FY 
1998 final rule (62 FR 45966, August 29, 1997) for 
the FY 1998 revisions; the FY 1999 final rule (63 
FR 40954, July 31, 1998), for the FY 1999 revisions; 
the FY 2001 final rule (65 FR 47064, August 1, 
2000), for the FY 2001 revisions; the FY 2002 final 
rule (66 FR 39851, August 1, 2001), for the FY 2002 
revisions; the FY 2003 final rule (67 FR 49998, 
August 1, 2002), for the FY 2003 revisions; the FY 
2004 final rule (68 FR 45364, August 1, 2003), for 
the FY 2004 revisions; the FY 2005 final rule (69 
FR 49848, August 11, 2004), for the FY 2005 
revisions; the FY 2006 final rule (70 FR 47640, 
August 12, 2005), for the FY 2006 revisions; the FY 
2007 final rule (71 FR 47870) for the FY 2007 
revisions; the FY 2008 final rule (72 FR 47130) for 
the FY 2008 revisions, the FY 2009 final rule (73 
FR 48510), and the FY 2010 final rule (74 FR 
43799). In the FY 2000 final rule (64 FR 41490, July 
30, 1999, we did not modify the CC Exclusions List 
because we did not make any changes to the ICD– 
9–CM codes for FY 2000. 

hierarchy change, the average costs are 
likely to shift such that the higher- 
ordered surgical class has a lower 
average costs than the class ordered 
below it. 

As we proposed, based on the changes 
that we are making for FY 2011, as 
discussed in section II.C.2. of this 
preamble, we are revising the surgical 
hierarchy for Pre-MDCs and MDC 10 
(Endocrine, Nutritional and Metabolic 
Diseases and Disorders) to reflect the 
resource intensiveness of the MS–DRGs, 
as follows: 

In Pre-MDCs, we are reordering new 
MS–DRG 014 (Allogeneic Bone Marrow 
Transplant) above MS–DRG 007 (Lung 
Transplant); and new MS–DRG 015 
(Autologous Bone Marrow Transplant) 
above MS–DRG 010 (Pancreas 
Transplant). 

In MDC 10, we are reordering MS– 
DRG 614 (Adrenal and Pituitary 
Procedures With CC/MCC) and MS– 
DRG 615 (Adrenal and Pituitary 
Procedures Without CC/MCC) above 
MS–DRG 625 (Thyroid, Parathyroid and 
Thyroglossal Procedures With MCC). 

Comment: Commenters generally 
supported our proposals without any 
objections. 

Response: Based on the test of the 
proposed revisions using the March 
2010 update of the FY 2009 MedPAR 
file and the revised GROUPER software, 
we found that the revisions are still 
supported by the data. Therefore, we are 
incorporating the proposed revisions to 
the surgical hierarchy as final for FY 
2011. 

9. Complications or Comorbidity (CC) 
Exclusions List 

a. Background 

As indicated earlier in the preamble 
of this final rule, under the IPPS MS– 
DRG classification system, we have 
developed a standard list of diagnoses 
that are considered CCs. Historically, we 
developed this list using physician 
panels that classified each diagnosis 
code based on whether the diagnosis, 
when present as a secondary condition, 
would be considered a substantial 
complication or comorbidity. A 
substantial complication or comorbidity 
was defined as a condition that, because 
of its presence with a specific principal 
diagnosis, would cause an increase in 
the length of stay by at least 1 day in 
at least 75 percent of the patients. We 
refer readers to section II.D.2. and 3. of 
the preamble of the FY 2008 IPPS final 
rule with comment period for a 
discussion of the refinement of CCs in 
relation to the MS–DRGs we adopted for 
FY 2008 (72 FR 47121 through 47152). 

b. CC Exclusions List for FY 2011 

In the September 1, 1987 final notice 
(52 FR 33143) concerning changes to the 
DRG classification system, we modified 
the GROUPER logic so that certain 
diagnoses included on the standard list 
of CCs would not be considered valid 
CCs in combination with a particular 
principal diagnosis. We created the CC 
Exclusions List for the following 
reasons: (1) To preclude coding of CCs 
for closely related conditions; (2) to 
preclude duplicative or inconsistent 
coding from being treated as CCs; and 
(3) to ensure that cases are appropriately 
classified between the complicated and 
uncomplicated DRGs in a pair. As we 
indicated above, we developed a list of 
diagnoses, using physician panels, to 
include those diagnoses that, when 
present as a secondary condition, would 
be considered a substantial 
complication or comorbidity. In 
previous years, we have made changes 
to the list of CCs, either by adding new 
CCs or deleting CCs already on the list. 

In the May 19, 1987 proposed notice 
(52 FR 18877) and the September 1, 
1987 final notice (52 FR 33154), we 
explained that the excluded secondary 
diagnoses were established using the 
following five principles: 

• Chronic and acute manifestations of 
the same condition should not be 
considered CCs for one another. 

• Specific and nonspecific (that is, 
not otherwise specified (NOS)) 
diagnosis codes for the same condition 
should not be considered CCs for one 
another. 

• Codes for the same condition that 
cannot coexist, such as partial/total, 
unilateral/bilateral, obstructed/ 
unobstructed, and benign/malignant, 
should not be considered CCs for one 
another. 

• Codes for the same condition in 
anatomically proximal sites should not 
be considered CCs for one another. 

• Closely related conditions should 
not be considered CCs for one another. 

The creation of the CC Exclusions List 
was a major project involving hundreds 
of codes. We have continued to review 
the remaining CCs to identify additional 
exclusions and to remove diagnoses 
from the master list that have been 
shown not to meet the definition of a 
CC.2 

(1) Limited Revisions Based on Changes 
to the ICD–9–CM Diagnosis Codes 

For FY 2011, as we proposed, we are 
making limited revisions to the CC 
Exclusions List to take into account the 
changes made in the ICD–9–CM 
diagnosis coding system effective 
October 1, 2009. (We refer readers to 
section II.G.11. of the preamble of this 
final rule for a discussion of ICD–9–CM 
changes.) We are making these changes 
in accordance with the principles 
established when we created the CC 
Exclusions List in 1987. In addition, we 
are indicating on the CC Exclusions List 
some changes as a result of updates to 
the ICD–9–CM codes to reflect the 
exclusion of codes from being MCCs 
under the MS–DRG system that we 
adopted in FY 2008. 

(2) Suggested Changes to Severity Levels 
for Obesity-Related and Major Osseous 
Defect Diagnosis Codes 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43793 through 
43794), we indicated that several 
commenters on the FY 2010 IPPS 
proposed rule recommended that CMS 
consider making further adjustments to 
the MS–DRG assignments based on 
obesity and major osseous defects. The 
commenters stated that obesity, high 
Body Mass Index (BMI) ratings, and 
major osseous defects add to the 
complexity of care for patients such as 
those patients undergoing orthopedic 
procedures. The commenters 
recommended the following changes to 
the list of MCCs and CCs: 

Several commenters recommended 
that CMS add the following diagnosis 
codes, which are classified as non-CCs, 
to the CC or MCC list: 

• 731.3 (Major osseous defects) 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00074 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50115 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

• V85.35 (Body mass index 35.0–35.9, 
adult) 

• V85.36 (Body mass index 36.0–36.9, 
adult) 

• V85.37 (Body mass index 37.0–37.9, 
adult) 

• V85.38 (Body mass index 38.0–38.9, 
adult) 

• V85.39 (Body mass index 39.0–39.9, 
adult) 

Several commenters recommended 
that CMS add the following diagnosis 
code, which is on the CC list, to the 
MCC list: 

• V85.40 (Body mass index 40 and 
over, adult) 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule, we stated that we 
believed these comments were outside 
the scope of the proposals in the FY 
2010 proposed rule. We did not propose 
significant revisions to the MS–DRGs in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule (74 FR 24091) for these 

codes. We stated that we were 
encouraging individuals with comments 
about MS–DRG classifications to submit 
these comments no later than early 
December of each year so they can be 
carefully considered for possible 
inclusion in the annual proposed rule 
and, if included, may be subjected to 
public review and comment. Therefore, 
we did not add these codes to the MCC 
list or the CC list for FY 2010. We stated 
that we would consider their 
appropriateness for inclusion in next 
year’s annual proposed rule. 

In addition to the diagnosis codes 
mentioned above, we also have received 
requests that we consider changing the 
following diagnosis codes from a non- 
CC to a CC: 

• 278.00 (Obesity NOS) 
• 278.01 (Morbid obesity) 
• 278.02 (Overweight) 
For the FY 2011 IPPS/LTCH PPS 

proposed rule, we analyzed claims data 

for the diagnosis codes mentioned above 
related to obesity and major osseous 
defects. We used the same approach we 
used in initially creating the MS–DRGs 
and classifying secondary diagnosis 
codes as non-CCs, CCs, or MCC. A 
detailed discussion of the process and 
criteria we used in this process is 
described in the FY 2008 IPPS final rule 
(72 FR 47158 through 47161). We refer 
the readers to this discussion for 
complete information on our approach 
to developing the non-CC, CC, and MCC 
lists. Each diagnosis for which Medicare 
data were available was evaluated to 
determine its impact on resource use 
and to determine the most appropriate 
CC subclass (non-CC, CC, or MCC) 
assignment. In order to make this 
determination, the average cost for each 
subset of cases was compared to the 
expected cost for cases in that subset. 
The following format was used to 
evaluate each diagnosis: 

Code Diagnosis Cnt1 C1 Cnt2 C2 Cnt3 C3 

Count (Cnt) is the number of patients 
in each subset. C1, C2, and C3 are a 
measure of the impact on resource use 
of patients in each of the subsets. The 
C1, C2, and C3 values are a measure of 
the ratio of average costs for patients 
with these conditions to the expected 
average cost across all cases. The C1 
value reflects a patient with no other 
secondary diagnosis or with all other 
secondary diagnoses that are non-CCs. 
The C2 value reflects a patient with at 

least one other secondary diagnosis that 
is a CC but none that is a MCC. The C3 
value reflects a patient with at least one 
other secondary diagnosis that is a MCC. 
A value close to 1.0 in the C1 field 
would suggest that the diagnosis code 
produces the same expected value as a 
non-CC. A value close to 2.0 suggests 
the condition is more like a CC than a 
non-CC but not as significant in 
resource usage as an MCC. A value close 
to 3.0 suggests the condition is expected 

to consume resources more similar to an 
MCC than a CC or non-CC. For 
additional details on this analysis, we 
refer readers to the FY 2008 IPPS final 
rule at 72 FR 47158 through 47161. 

The following chart shows the 
analysis for each of the obesity related 
and major osseous defect diagnosis 
codes that are currently classified as 
non-CCs. 

Code Diagnosis Cnt1 C1 Cnt2 C2 Cnt3 C3 

278.00 ......... Obesity NOS ................... 130,310 1.0755 116,304 1.7234 45,565 2.3843 
278.01 ......... Morbid obesity ................ 51,832 1.2619 106,169 1.9630 52,398 2.6787 
278.02 ......... Overweight ...................... 5,242 0.9948 3,594 1.7042 1,033 2.3471 
731.3 ........... Major osseous defects ... 215 1.3833 575 2.3390 186 2.7627 
V85.35 ........ BMI 35.0–35.9, adult ...... 2,621 0.9759 1,480 1.6932 499 2.3664 
V85.36 ........ BMI 36.0–36.9, adult ...... 2,359 0.9729 1,298 1.6536 466 2.3107 
V85.37 ........ BMI 37.0–37.9, adult ...... 2,305 0.9849 1,271 1.7225 473 2.4032 
V85.38 ........ BMI 38.0–38.9, adult ...... 2,152 0.9713 1,231 1.5964 432 2.2743 
V85.39 ........ BMI 39.0–39.9, adult ...... 2,253 0.9857 1,141 1.7741 445 2.4919 

The C1 findings do not support a 
reclassification of any of these diagnosis 
codes from a non-CC to a CC. As can be 
seen by the C1 findings, the codes range 
from a low of 0.9729 for code V85.35 to 
a high of 1.3833 for diagnosis code 
731.3. These findings are consistent 
with a classification as a non-CC. 

Therefore, for FY 2011, as we proposed, 
we are not changing the CC 
classification of any of the diagnosis 
codes mentioned in the chart above 
from a non-CC to a CC. Our clinical 
advisors agree with this 
recommendation. 

For the FY 2011 proposed rule, we 
also examined claims data for diagnosis 
code V85.4 (Body mass index 40 and 
over, adult), which is classified as a CC. 
We received a request to reclassify this 
code as a MCC. The following chart 
summarizes our findings for this 
diagnosis code: 

Code Diagnosis Cnt1 C1 Cnt2 C2 Cnt3 C3 

V85.4 .......... BMI 40 and over, adult ... 51,871 1.2323 59,941 2.1711 57,220 3.0465 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00075 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50116 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

We note that the C1 finding of 1.2323 
does not support a reclassification of 
this diagnosis code from a CC to a MCC. 
This finding is much more consistent 
with classifying the code as a non-CC. 
Our clinical advisors recommended that 
CMS not reclassify this diagnosis code 
from a CC to a non-CC for FY 2011. 
They recommended that CMS analyze 
data associated with this diagnosis code 
again in the future to determine if it 
continues to act like a non-CC. For the 
FY 2011 proposed rule, we did not 
recommend any change in the severity 
classification of diagnosis code V85.4. 
We proposed to retain it as a CC for FY 
2011. We welcomed public comments 
on our proposal not to change the 
severity levels of the diagnosis codes 
mentioned above. 

Comment: Several commenters in 
general supported the proposal not to 
change the following codes from a non- 
CC to a CC or MCC based on our data 
and clinical analysis: 278.00; 278.01; 
278.02; 731.3; V85.35; V85.36; V85.37; 
V85.38; and V85.39. 

The commenters also supported our 
proposal not to change code V85.40 
from a CC to an MCC. 

One commenter stated that it 
understood that the request to change 
the severity level for the obesity related 
codes was not supported by the current 
hospital claim data. The commenter 
expressed appreciation for CMS’ 
consideration of its recommendation. 
However, the commenter expressed 
concerns that hospitals may not be fully 
reporting codes that describe obesity, 

and, therefore, all resources associated 
with obesity related cases may not be 
included in the hospital claims data. 
The commenter requested that CMS 
actively encourage hospitals to report 
codes that more fully describe obesity 
and its related conditions. The 
commenter stated that if hospitals 
increased their reporting of obesity 
related conditions, our national data 
would be more accurate and would 
more fully reflect hospital resource use 
associated with these patients. 

Another commenter also 
acknowledged that the data did not 
support a change in the severity level 
for the obesity related codes. This 
commenter also expressed that hospitals 
may be underreporting obesity cases, 
and requested that hospitals be 
encouraged to more fully and accurately 
code and report these conditions. Once 
a more complete data set is available to 
describe these patients, the commenter 
recommended that the issue be 
reviewed again. 

Response: We agree with the 
commenters that our data and clinical 
analysis support our proposal not to 
change the severity level for the obesity 
related codes. We appreciate the 
commenters’ statement about our 
consideration and review of this issue. 
We agree that it is important to provide 
clear documentation and accurate 
coding for all patient diagnoses and 
conditions, including obesity related 
conditions. As discussed in section 
II.G.11.c. of this preamble, we are 
expanding the number of diagnosis and 

procedure codes processed so that more 
codes are available to describe each 
patient’s hospitalization. The clinical 
data and the comments received support 
our recommendation not to change the 
severity levels for the obesity related 
codes. Therefore, we are finalizing our 
proposal to continue classifying the 
following codes as non-CCs for FY 2011. 

• 278.00 (Obesity NOS) 
• 278.01 (Morbid obesity) 
• 278.02 (Overweight) 
• 731.3 (Major osseous defects) 
• V85.35 (Body mass index 35.0–35.9, 

adult) 
• V85.36 (Body mass index 36.0–36.9, 

adult) 
• V85.37 (Body mass index 37.0–37.9, 

adult) 
• V85.38 (Body mass index 38.0–38.9, 

adult) 
• V85.39 (Body mass index 39.0–39.9, 

adult) 
We are also finalizing our proposal to 

continue classifying the following code 
as a CC for FY 2011. 

• V85.40 (Body mass index 40 and 
over, adult) 

(3) Suggested Change to the Severity 
Level for Alzheimer’s Disease Diagnosis 
Code 

We received a request to change the 
severity classification for diagnosis code 
331.0 (Alzheimer’s disease). Currently, 
this diagnosis code is classified as a 
non-CC. For the FY 2011 IPPS/LTCH 
PPS proposed rule, we analyzed claims 
data for this diagnosis code. The 
following chart shows our findings: 

Code Diagnosis Cnt1 C1 Cnt2 C2 Cnt3 C3 

331.0 ........... Alzheimer’s disease ........ 83,743 1.1381 114,445 1.8890 77,841 2.4185 

The C1 finding of 1.1381 for 
Alzheimer’s disease supports the 
current classification of this diagnosis 
code as a non-CC. Our clinical advisors 
agree with this classification. Therefore, 
we did not propose to change the 
severity classification of diagnosis code 
331.0 from a non-CC to a CC for FY 
2011. We believe the code is 
appropriately classified as a non-CC. 

Comment: Several commenters in 
general supported CMS’ proposal not to 
change diagnosis code 331.0 from a non- 
CC to a CC for FY 2011. They stated that 
the data supported this decision. One 
commenter stated that the analysis 
provided by CMS supports the proposal 
that diagnosis code 331.0 should 
continue to be a non-CC. The 
commenter suggested that this issue be 
revisited after CMS begins processing 25 

codes instead of the current limitation 
of 9 diagnosis codes. 

Response: We agree with the 
commenters that our data support our 
proposal not to change diagnosis code 
331.0 from a non-CC to a CC for FY 
2011. Therefore, we are finalizing our 
proposal to continue classifying 
diagnosis code 331.0 as a non-CC for FY 
2011. We will revisit the severity level 
classification of diagnosis code 331.0 
once we begin processing claims using 
the increase in the number of diagnosis 
codes to 25. 

(4) Change to the Severity Level for 
Acute Renal Failure, Unspecified 
Diagnosis Code 

We received a request to reclassify the 
diagnosis code, which captures acute 
renal failure, 584.9 (Acute kidney 
failure, unspecified) from a MCC to a 

CC. The commenter stated that this code 
is being widely used to capture degrees 
of renal failure that range from that 
which is caused by mild dehydration 
with only minor laboratory 
abnormalities all the way through severe 
renal failure that requires dialysis. The 
commenter pointed out that there are no 
clinical criteria for assigning diagnosis 
code 584.9. The attending physician 
must simply document the presence of 
acute renal failure for the diagnosis code 
to be assigned. The concern is that the 
diagnosis code for acute kidney failure, 
unspecified (diagnosis code 584.9) is 
being assigned to patients with a low 
clinical severity level. 

We also point out that the Editorial 
Advisory Board of Coding Clinic for 
ICD–9–CM has received a number of 
requests to clarify the use of diagnosis 
code 584.9. Coders are observing the 
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terminology of ‘‘acute renal failure’’ 
being applied to patients who are 
simply dehydrated. These patients do 
not require renal dialysis, and they do 
not appear to be severely ill. Coders 
have stated that there appears to be an 
increase in the use of the terminology of 
acute renal failure for patients who were 

previously referred to as acute renal 
insufficiency. When acute renal 
insufficiency is documented, the ICD– 
9–CM index directs the use of code 
593.9 (Unspecified disorder of kidney 
and ureter). Diagnosis code 593.9 
includes acute renal insufficiency and is 
classified as a non-CC. The problem is 

further compounded by the fact that 
there is no consistent convention among 
clinicians for documenting acute renal 
insufficiency versus acute renal failure. 

For the FY 2011 IPPS/LTCH PPS 
proposed rule, we examined claims data 
on diagnosis code 584.9, and our 
findings are shown in the table below: 

Code Diagnosis Cnt1 C1 Cnt2 C2 Cnt3 C3 

584.9 ........... Acute kidney failure, un-
specified.

124,428 1.8364 411,667 2.6151 417,359 3.2429 

The C1 finding of 1.8364 is more 
consistent with a classification of a CC. 
Our clinical advisors agreed that cases 
captured by diagnosis code 584.9 are 
more appropriately classified as a CC. 
This unspecified type of kidney failure 
is clearly not capturing patients with a 
MCC severity level. Therefore, we 
proposed to change the severity level for 
diagnosis code 584.9 from a MCC to a 
CC for FY 2011. 

Comment: Most commenters opposed 
our proposal to change diagnosis code 
584.9 (Acute kidney failure, 
unspecified) from an MCC to a CC. 
However, one commenter supported the 
proposal to change the severity level 
classification of acute renal failure cases 
from an MCC to a CC. The commenter 
stated that there has been an increased 
reporting of acute renal failure which is 
primarily due to increased physician 
education by clinical documentation 
improvement programs. The commenter 
further stated that the statistical analysis 
offered in the proposed rule was 
sufficient to support this change. 

Response: We agree that the claims 
data support our proposal to change 
diagnosis code 584.9 from an MCC to a 
CC. We respond to the specific 
comments opposing our proposed 
changes in the following comments and 
responses. 

Comment: Several commenters 
suggested that the introduction of the 
terminology of acute kidney injury may 
have added to the inconsistent 
classification of the disease process. 
One commenter stated that, in 2004, the 
Acute Dialysis Quality Initiative work 
group provided a definition and 
classification system for acute renal 
failure, described by the acronym RIFLE 
(Risk of renal dysfunction, Injury to the 
kidney, Failure or Loss of kidney 
function, and End-stage kidney disease). 
The commenter stated that clinical 
researchers have since applied the 
RIFLE system to the clinical evaluation 
of acute kidney injury. Several 
commenters stated that the FY 2009 
update to the coding classification 
system, which classifies acute kidney 

injury and acute renal failure with the 
same code, may be diluting the patient 
mix. The commenters stated that 
inconsistency in the application of 
diagnosis code 584.9 results in dilution 
of the data and an inaccurate reflection 
of the severity level for acute renal 
failure. 

Another commenter stated that claims 
data on diagnosis code 584.9 may be 
flawed due to the variable terminology 
used by physicians and changes in the 
ICD–9–CM classification. This 
commenter stated that physicians often 
use the terms ‘‘acute renal insufficiency’’ 
and ‘‘acute renal failure’’ 
interchangeably, and that this results in 
cases of acute renal insufficiency being 
classified as acute renal failure. The 
commenter also stated that physicians 
often use the term ‘‘acute kidney injury’’ 
to mean either acute renal insufficiency 
or acute renal failure, and that the term 
‘‘acute kidney injury’’ is indexed in ICD– 
9–CM to diagnosis code 584.9. 
Therefore, the commenter stated that 
cases of acute kidney injury are also 
being classified as acute renal failure. 
The commenter stated that these 
inconsistencies result in diagnosis code 
584.9 capturing a mix of cases, 
including both acute renal insufficiency 
as well as true acute renal failure cases, 
and that this has diluted national data 
for diagnosis code 584.9 and is an 
inaccurate reflection of the severity 
level for acute renal failure. The 
commenters recommended that 
diagnosis code 584.9 remain an MCC 
while CMS works on ways to revise the 
codes or improve documentation 
guidelines. 

Response: We agree that diagnosis 
code 584.9 captures a range of severity 
levels. Patients are not consistently at 
the highest severity level as shown by 
our claims data. As discussed above, our 
claims data show that patients with this 
code as a secondary diagnosis are 
similar to those who are at a CC level. 
We do not believe it is appropriate to 
defer a decision on reclassification of 
the severity level of diagnosis code 
584.9 until future coding or guideline 

modifications can be considered 
because our claims data clearly support 
the proposed change. Should a new 
range of codes be developed, we will 
consider what severity levels should be 
applied to each new code and include 
this analysis as part of future 
rulemaking. 

Comment: One commenter stated that 
the definition of conditions assigned to 
diagnosis code 584.9 is inadequate as it 
encompasses patients with both small 
and large elevations of creatinine that 
still meet the definition of acute kidney 
injury. Furthermore, the commenter 
pointed out that diagnosis code 584.9 
does not identify severe cases of renal 
failure requiring dialysis. However, the 
commenter opposed changing diagnosis 
code 584.9 from an MCC to a CC as it 
would penalize those institutions 
treating more severe cases of renal 
failure. The commenter indicated its 
plans to contact the National Center for 
Health Statistics to request that fifth 
digits be added to diagnosis code 584.9 
to distinguish those in various stages of 
renal failure. Other commenters also 
agreed that diagnosis code 584.9 was 
vague and suggested that the code be 
subdivided to add additional 
information on the stages of the renal 
function. The commenters suggested 
using existing standards from the Acute 
Kidney Injury Network or the National 
Kidney Foundation to develop stages for 
kidney injury that could be captured 
with the new codes. 

Another commenter agreed that the 
diagnosis of acute renal failure should 
not be used to describe mild 
dehydration and renal insufficiency 
when only minor lab abnormalities are 
present. The commenter believed that 
criteria were needed to better define the 
stages of acute renal failure. The 
commenter stated that appropriate 
guidelines were needed for both 
physicians and coders who are 
attempting to differentiate between a 
mildly dehydrated patient and one with 
true acute renal failure. Until such time 
as these documentation guidelines are 
developed, the commenter asked that 
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diagnosis code 584.9 not be changed 
from an MCC to a CC. 

Response: We agree that diagnosis 
code 584.9 captures a wide range of 
severity levels. We also agree that the 
use of this code does not mean that the 
patient’s renal capacity is so impaired as 
to require renal dialysis. As stated 
earlier, our data indicate that most of 
these cases are at a CC severity level, not 
an MCC. As stated earlier, we do not 
believe it is appropriate to defer a 
decision on reclassification of the 
severity level of diagnosis code 584.9 
until future coding or guideline 
modifications can be considered. 
Should a new range of codes be 
developed, we will consider what 
severity levels should be applied to each 
new code and include this within future 
rulemaking. 

Comment: Several commenters 
objected to a change of severity levels 
for diagnosis code 584.9 from an MCC 
to a CC because of the financial impact 
the change would have on their 
hospitals. Several hospitals stated that 
this change would reduce their annual 
Medicare payments by $1.0 to $3.6 
million per year. Other commenters 
stated that this change could lead to a 
reduction of 2 percent or more in total 
Medicare payments to their facilities. 
The commenters acknowledged that the 
code does not consistently capture 
patients at the highest severity level and 
that there was no clear convention 
among clinicians for documenting acute 
renal insufficiency versus acute renal 
failure. The commenters asked that the 
change not be made because of the 
payment impact on their hospitals. 

Response: We agree that diagnosis 
code 584.9 captures patients who are 
not consistently at the highest severity 
level. Classifying these patients at the 
highest severity level greatly distorts our 
national data. It gives the impression 
that a large number of patients have an 
MCC severity level when they may in 
fact have only minor renal symptoms. 
Our data support that patients with 
diagnosis code 584.9 are more 
appropriately classified at the CC 
severity level. These acute renal failure 
patients captured with this code do not 
utilize the resources of other conditions 
on the MCC list. We believe the data 
support changing the code from an MCC 
to a CC. We believe our claims data 
show that this change will lead to more 
accurate payment, even if it does reduce 
some hospital payments. We do not 
believe it is appropriate to inflate 
payments for hospitals that report a 
higher incidence of this code, yet are 
treating patients with a lower severity 
level. 

Comment: Other commenters who 
disagreed with the proposed change 
from an MCC to a CC, acknowledged 
that this unspecified code captures a 
range of severity levels from those 
patients with only a minimal elevation 
in serum creatinine or simple 
dehydration to those patients who are 
actually in acute renal failure. Some of 
the commenters stated that, while the 
code may currently capture patients 
with low severity levels, the patients 
still need treatment and monitoring to 
prevent any worsening in their 
conditions. The commenters also 
acknowledged that there is no clear 
convention among clinicians for 
documenting acute renal insufficiency 
versus acute renal failure. The 
commenters stated that this has been a 
problematic area on which there have 
been consensus conferences and 
publications from a variety of quality 
and renal organizations. The 
commenters stated that additional work 
was needed to develop a clear 
consensus for documenting acute renal 
failure. The commenters urged CMS to 
pursue greater standardization for the 
clinical documentation of acute renal 
failure. Until such time as the clinical 
documentation improves, the 
commenters recommended that CMS 
continue to classify diagnosis code 
584.9 as an MCC. 

Response: We agree that there is not 
a consistent use of the term acute renal 
failure. As mentioned earlier, this term 
has been used to describe a wide range 
of severity levels. However, our claims 
data show that the term is being used 
predominately to describe those patients 
who are not at the highest severity level. 
The patients are more like others with 
a CC severity level. We do not believe 
that it is appropriate for CMS to wait for 
a consensus to build about how to use 
and document the term acute renal 
failure. We believe it is more 
appropriate to base our decision on 
current claims data and clinical review. 
Regardless of the different uses of the 
term ‘‘acute renal failure’’ and the 
inclusion of a wide range of severity 
levels, the current data show that the 
code is more properly a CC and not an 
MCC. As mentioned by a number of 
commenters, the term ‘‘acute renal 
failure’’ is being used for a wide variety 
of patients, most of which do not have 
a high severity level. We also point out 
that we proposed reclassifying only the 
unspecified acute renal failure code 
from an MCC to a CC. We are leaving 
the more precise acute renal failure 
codes as MCCs. For instance, these more 
precise acute renal failure codes will 
remain on the MCC list: 

• 584.5 (Acute kidney failure with 
lesion of tubular necrosis); 

• 584.6 (Acute kidney failure with 
lesion of renal cortical necrosis); 

• 584.7 (Acute kidney failure with 
lesion of renal medullary [papillary] 
necrosis); and 

• 584.8 (Acute kidney failure with 
other specified pathological lesion in 
kidney). 

We proposed to remove only the code 
for an unspecified type of acute kidney 
failure from the MCC list and to add it 
to the CC list. Our data support this 
reclassification. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change 
diagnosis code 584.9 (Acute kidney 
failure, unspecified) from an MCC to a 
CC. 

Comment: One commenter asked that 
CMS also examine whether the 
following encephalopathy codes should 
be removed from the MCC list. The 
commenter stated that claims analysis 
may show a justification for removing 
these codes from the MCC list. 

• 348.30 Encephalopathy, 
unspecified 

• 348.31 Metabolic encephalopathy 
• 348.39 Other encephalopathy 
• 349.82 Toxic encephalopathy 
Response: We believe this comment is 

outside the scope of the FY 2011 IPPS/ 
LTCH PPS proposed rule. We did not 
propose to change the severity level 
classification for any of the 
encephalopathy codes. We will examine 
this issue as part of next year’s proposed 
rule. Therefore, we are not making any 
changes to the severity level 
classifications of the encephalopathy 
codes mentions above. 

Tables 6G and 6H, Additions to and 
Deletions from the CC Exclusion List, 
respectively, which are effective for 
discharges occurring on or after October 
1, 2010, are not being published in the 
Addendum to this final rule because of 
the length of the two tables. Instead, we 
are making them available through the 
Internet on the CMS Web site at: http:// 
www.cms.hhs.gov/AcuteInpatientPPS. 
Each of these principal diagnoses for 
which there is a CC exclusion is shown 
in Tables 6G and 6H in the Addendum 
to this final rule with an asterisk, and 
the conditions that will not count as a 
CC, are provided in an indented column 
immediately following the affected 
principal diagnosis. 

A complete updated MCC, CC, and 
Non-CC Exclusions List is also available 
through the Internet on the CMS Web 
site at: http://www.cms.hhs.gov/Acute
InpatientPPS. Beginning with 
discharges on or after October 1, 2010, 
the indented diagnoses will not be 
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recognized by the GROUPER as valid 
CCs for the asterisked principal 
diagnosis. 

To assist readers in identifying the 
changes to the MCC and CC lists that 

occurred as a result of updates to the 
ICD–9–CM codes, as described in Tables 
6A, 6C, and 6E of the Addendum to this 
final rule, we are providing the 

following summaries of those MCC and 
CC changes. 
BILLING CODE 4120–01–P 
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3 The original list of the ICD–9–CM procedure 
codes for the procedures we consider nonextensive 
procedures, if performed with an unrelated 
principal diagnosis, was published in Table 6C in 
section IV. of the Addendum to the FY 1989 final 
rule (53 FR 38591). As part of the FY 1991 final rule 
(55 FR 36135), the FY 1992 final rule (56 FR 43212), 
the FY 1993 final rule (57 FR 23625), the FY 1994 
final rule (58 FR 46279), the FY 1995 final rule (59 
FR 45336), the FY 1996 final rule (60 FR 45783), 
the FY 1997 final rule (61 FR 46173), and the FY 
1998 final rule (62 FR 45981), we moved several 
other procedures from DRG 468 to DRG 477, and 
some procedures from DRG 477 to DRG 468. No 
procedures were moved in FY 1999, as noted in the 
final rule (63 FR 40962); in FY 2000 (64 FR 41496); 
in FY 2001 (65 FR 47064); or in FY 2002 (66 FR 
39852). In the FY 2003 final rule (67 FR 49999) we 
did not move any procedures from DRG 477. 
However, we did move procedure codes from DRG 
468 and placed them in more clinically coherent 
DRGs. In the FY 2004 final rule (68 FR 45365), we 
moved several procedures from DRG 468 to DRGs 
476 and 477 because the procedures are 
nonextensive. In the FY 2005 final rule (69 FR 
48950), we moved one procedure from DRG 468 to 
477. In addition, we added several existing 
procedures to DRGs 476 and 477. In the FY 2006 
(70 FR 47317), we moved one procedure from DRG 
468 and assigned it to DRG 477. In FY 2007, we 
moved one procedure from DRG 468 and assigned 
it to DRGs 479, 553, and 554. In FYs 2008, 2009, 
and FY 2010, no procedures were moved, as noted 
in the FY 2008 final rule with comment period (72 
FR 46241), the FY 2009 final rule (73 FR 48513), 
and the FY 2010 final rule (74 FR 43796). 

BILLING CODE 4120–01–C 

Alternatively, the complete 
documentation of the GROUPER logic, 
including the current CC Exclusions 
List, is available from 3M/Health 
Information Systems (HIS), which, 
under contract with CMS, is responsible 
for updating and maintaining the 
GROUPER program. The current MS– 
DRG Definitions Manual, Version 27.0, 
is available for $250.00, which includes 
shipping and handling. Version 27.0 of 
the manual is also available on a CD for 
$200.00; a combination hard copy and 
CD is available for $400.00. Version 28.0 
of this manual, which includes the final 
FY 2011 MS–DRG changes, will be 
available in CD only for $225.00. These 
manuals may be obtained by writing 
3M/HIS at the following address: 100 
Barnes Road, Wallingford, CT 06492; or 
by calling (203) 949–0303, or by 
obtaining an order form at the Web site: 
http://www.3MHIS.com. Please specify 
the revision or revisions requested. 

10. Review of Procedure Codes in MS 
DRGs 981 Through 983; 984 Through 
986; and 987 Through 989 

Each year, we review cases assigned 
to former CMS DRG 468 (Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis), CMS DRG 476 (Prostatic 
O.R. Procedure Unrelated to Principal 
Diagnosis), and CMS DRG 477 
(Nonextensive O.R. Procedure Unrelated 
to Principal Diagnosis) to determine 
whether it would be appropriate to 
change the procedures assigned among 
these CMS DRGs. Under the MS–DRGs 
that we adopted for FY 2008, CMS DRG 
468 was split three ways and became 
MS–DRGs 981, 982, and 983 (Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively). CMS 
DRG 476 became MS–DRGs 984, 985, 
and 986 (Prostatic O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively). CMS DRG 477 became 
MS–DRGs 987, 988, and 989 
(Nonextensive O.R. Procedure Unrelated 
to Principal Diagnosis with MCC, with 
CC, and without CC/MCC, respectively). 

MS–DRGs 981 through 983, 984 
through 986, and 987 through 989 
(formerly CMS DRGs 468, 476, and 477, 
respectively) are reserved for those cases 
in which none of the O.R. procedures 
performed are related to the principal 
diagnosis. These MS–DRGs are intended 
to capture atypical cases, that is, those 
cases not occurring with sufficient 
frequency to represent a distinct, 
recognizable clinical group. MS–DRGs 
984 through 986 (previously CMS DRG 
476) are assigned to those discharges in 
which one or more of the following 

prostatic procedures are performed and 
are unrelated to the principal diagnosis: 

• 60.0, Incision of prostate 
• 60.12, Open biopsy of prostate 
• 60.15, Biopsy of periprostatic tissue 
• 60.18, Other diagnostic procedures 

on prostate and periprostatic tissue 
• 60.21, Transurethral prostatectomy 
• 60.29, Other transurethral 

prostatectomy 
• 60.61, Local excision of lesion of 

prostate 
• 60.69, Prostatectomy, not elsewhere 

classified 
• 60.81, Incision of periprostatic 

tissue 
• 60.82, Excision of periprostatic 

tissue 
• 60.93, Repair of prostate 
• 60.94, Control of (postoperative) 

hemorrhage of prostate 
• 60.95, Transurethral balloon 

dilation of the prostatic urethra 
• 60.96, Transurethral destruction of 

prostate tissue by microwave 
thermotherapy 

• 60.97, Other transurethral 
destruction of prostate tissue by other 
thermotherapy 

• 60.99, Other operations on prostate 
All remaining O.R. procedures are 

assigned to MS–DRGs 981 through 983 
and 987 through 989, with MS–DRGs 
987 through 989 assigned to those 
discharges in which the only procedures 
performed are nonextensive procedures 
that are unrelated to the principal 
diagnosis.3 

Our review of MedPAR claims data 
showed that there were 59 cases in 

which procedures related to the prostate 
were arrayed across 10 different MDCs. 
None of the 59 cases were cases that 
should logically be assigned to any of 
the other MDCs. For example, there 
were a total of 16 cases of other 
transurethral prostate surgery that 
occurred in MDC 5 (Diseases and 
Disorders of the Circulatory System). In 
addition, none of the cases had lengths 
of stay or average charges that would 
indicate that these cases were anything 
other than some of the expected 
irregularities of medical care. Therefore, 
for FY 2011, we did not propose to 
change the procedures assigned among 
these MS–DRGs. 

We did not receive any public 
comments on our proposal and, 
therefore, are adopting it as final. 

a. Moving Procedure Codes From MS– 
DRGs 981 Through 983 or MS–DRGs 
987 Through 989 Into MDCs 

We annually conduct a review of 
procedures producing assignment to 
MS–DRGs 981 through 983 (Extensive 
O.R. procedure unrelated to principal 
diagnosis with MCC, with CC, and 
without CC.MCC, respectively) or MS– 
DRGs 987 through 989 (Nonextensive 
O.R. procedure unrelated to principal 
diagnosis with MCC, with CC, and 
without CC/MCC, respectively) on the 
basis of volume, by procedure, to see if 
it would be appropriate to move 
procedure codes out of these MS–DRGs 
into one of the surgical MS–DRGs for 
the MDC into which the principal 
diagnosis falls. The data are arrayed in 
two ways for comparison purposes. We 
look at a frequency count of each major 
operative procedure code. We also 
compare procedures across MDCs by 
volume of procedure codes within each 
MDC. 

We identify those procedures 
occurring in conjunction with certain 
principal diagnoses with sufficient 
frequency to justify adding them to one 
of the surgical MS–DRGs for the MDC in 
which the diagnosis falls. Our review of 
claims data showed that there were 
4,443 cases in MS–DRGs 981 through 
983. These 4,443 cases were arrayed 
across 18 MDCs. The single most 
common procedure was code 00.66 
(Percutaneous transluminal coronary 
angioplasty [PTCA] of coronary 
atherectomy), 21 cases, located in MDC 
1 (Diseases and Disorders of the 
Nervous System). These cases represent 
a very small volume of cases that are 
unlikely to indicate medical practice 
trends. In addition, from a clinical 
coherence standpoint, we do not believe 
it benefits the GROUPER system to add 
cardiac procedures to the nervous 
system MDC. The same situation was 
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evident in MS–DRGs 987 through 989. 
There were a total of 1,601 cases across 
17 MDCs and, again, the cases did not 
represent clinically coherent examples 
of medical care that warranted 
movement of procedure codes into 
additional MS–DRGs. Examples of cases 
that we reviewed included six cases of 
bone biopsies in MDC 21 (Injuries, 
Poisonings and Toxic Effects of Drugs) 
and one case of a destruction of a lesion 
of the knee in MDC 13 (Diseases and 
Disorders of the Female Reproductive 
System). Again, the volume of these 
cases is negligible, and clinical 
coherence is not demonstrated to the 
degree that a change in the MS–DRGs is 
warranted. Therefore, for FY 2011, we 
did not propose to remove any 
procedures from MS–DRGs 981 through 
983 or MS–DRGs 987 through 989 into 
one of the surgical MS–DRGs for the 
MDC into which the principal diagnosis 
is assigned. 

We did not receive any public 
comments on our proposal and, 
therefore, are adopting it as final. 

b. Reassignment of Procedures Among 
MS–DRGs 981 Through 983, 984 
Through 986, and 987 Through 989 

We also annually review the list of 
ICD–9–CM procedures that, when in 
combination with their principal 
diagnosis code, result in assignment to 
MS–DRGs 981 through 983, 984 through 
986 (Prostatic O.R. procedure unrelated 
to principal diagnosis with MCC, with 
CC, or without CC/MCC, respectively), 
and 987 through 989, to ascertain 
whether any of those procedures should 
be reassigned from one of these three 
MS–DRGs to another of the three MS– 
DRGs based on average charges and the 
length of stay. We look at the data for 
trends such as shifts in treatment 
practice or reporting practice that would 
make the resulting MS–DRG assignment 
illogical. If we find these shifts, we 
would propose to move cases to keep 
the MS–DRGs clinically similar or to 
provide payment for the cases in a 
similar manner. Generally, we move 
only those procedures for which we 
have an adequate number of discharges 
to analyze the data. 

To reiterate, our review of claims data 
showed that 18 MDCs were represented 
in MS–DRGs 981 through 983, for a total 
of 4,443 cases. There were 10 MDCs 
represented in MS–DRGs 984 through 
986, which contained 59 cases. In 
addition, our review of claims data for 
MS–DRGs 987 through 989 showed 
1,601 cases across 17 MDCs. However, 
these cases represent such disparate 
situations as one case of a large bowel 
incision assigned to MDC 1 (Diseases 
and Disorders of the Nervous System) 

and one case of a revision of the femoral 
component of a hip replacement 
assigned to MDC 3 (Diseases and 
Disorders of the Ear, Nose, Mouth, and 
Throat). We do not believe that any of 
these cases represent shifts in either 
treatment practice or reporting practice. 
As these types of cases do not represent 
clinical coherence, we do not believe 
that the addition of these procedure 
codes identified in our review would 
positively benefit the overall MS–DRG 
logic. Therefore, for FY 2011, we did not 
propose to move any procedure codes 
among these MS–DRGs. 

We did not receive any public 
comments on our proposal and, 
therefore, are adopting it as final. 

c. Adding Diagnosis or Procedure Codes 
to MDCs 

Based on the review of cases in the 
MDCs as described above in sections 
G.10.a. and b., we did not propose to 
add any diagnosis or procedure codes to 
MDCs for FY 2011. 

We did not receive any public 
comments on our proposal and, 
therefore, are adopting it as final. 

11. Changes to the ICD–9–CM Coding 
System, Including Discussion of the 
Replacement of the ICD–9–CM Coding 
System With the ICD–10–CM and ICD– 
10–PCS Systems in FY 2014 

a. ICD–9–CM Coding System 

As described in section II.B.1. of the 
preamble of this final rule, the ICD–9– 
CM is a coding system currently used 
for the reporting of diagnoses and 
procedures performed on a patient. In 
September 1985, the ICD–9–CM 
Coordination and Maintenance 
Committee was formed. This is a 
Federal interdepartmental committee, 
co-chaired by the National Center for 
Health Statistics (NCHS), the Centers for 
Disease Control and Prevention, and 
CMS, charged with maintaining and 
updating the ICD–9–CM system. The 
Committee is jointly responsible for 
approving coding changes, and 
developing errata, addenda, and other 
modifications to the ICD–9–CM to 
reflect newly developed procedures and 
technologies and newly identified 
diseases. The Committee is also 
responsible for promoting the use of 
Federal and non-Federal educational 
programs and other communication 
techniques with a view toward 
standardizing coding applications and 
upgrading the quality of the 
classification system. 

The Official Version of the ICD–9–CM 
contains the list of valid diagnosis and 
procedure codes. (The Official Version 
of the ICD–9–CM is available from the 

Government Printing Office on CD– 
ROM for $19.00 by calling (202) 512– 
1800.) Complete information on 
ordering the CD–ROM is also available 
at: http://www.cms.hhs.gov/
ICD9ProviderDiagnosticCodes/
05_CDROM.asp#TopOfPage. The 
Official Version of the ICD–9–CM is no 
longer available in printed manual form 
from the Federal Government; it is only 
available on CD–ROM. Users who need 
a paper version are referred to one of the 
many products available from 
publishing houses. 

The NCHS has lead responsibility for 
the ICD–9–CM diagnosis codes included 
in the Tabular List and Alphabetic 
Index for Diseases, while CMS has lead 
responsibility for the ICD–9–CM 
procedure codes included in the 
Tabular List and Alphabetic Index for 
Procedures. 

The Committee encourages 
participation in the above process by 
health-related organizations. In this 
regard, the Committee holds public 
meetings for discussion of educational 
issues and proposed coding changes. 
These meetings provide an opportunity 
for representatives of recognized 
organizations in the coding field, such 
as the American Health Information 
Management Association (AHIMA), the 
American Hospital Association (AHA), 
and various physician specialty groups, 
as well as individual physicians, health 
information management professionals, 
and other members of the public, to 
contribute ideas on coding matters. 
After considering the opinions 
expressed at the public meetings and in 
writing, the Committee formulates 
recommendations, which then must be 
approved by the agencies. 

The Committee presented proposals 
for coding changes for implementation 
in FY 2011 at a public meeting held on 
September 16–17, 2009 and finalized 
the coding changes after consideration 
of comments received at the meetings 
and in writing by November 20, 2009. 
Those coding changes are announced in 
Tables 6A through 6F in the Addendum 
to this final rule. The Committee held 
its 2010 meeting on March 9–10, 2010. 
New codes for which there was a 
consensus of public support and for 
which complete tabular and indexing 
changes are made by May 2010 will be 
included in the October 1, 2010 update 
to ICD–9–CM. Code revisions that were 
discussed at the March 9–10, 2010 
Committee meeting but that could not 
be finalized in time to include them in 
the Addendum to the FY 2011 IPPS/ 
LTCH PPS proposed rule are included 
in Tables 6A through 6F of the 
Addendum to this final rule and are 
marked with an asterisk (*). 
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Copies of the minutes of the 
procedure codes discussions at the 
Committee’s September 16–17, 2009 
meeting and March 9–10, 2010 meeting 
can be obtained from the CMS Web site 
at: http://cms.hhs.gov/ 
ICD9ProviderDiagnosticCodes/ 
03_meetings.asp. The minutes of the 
diagnosis codes discussions at the 
September 16–17, 2009 meeting and 
March 9–10, 2010 meeting are found at: 
http://www.cdc.gov/nchs/icd.htm. 
These Web sites also provide detailed 
information about the Committee, 
including information on requesting a 
new code, attending a Committee 
meeting, and timeline requirements and 
meeting dates. 

We encourage commenters to address 
suggestions on coding issues involving 
diagnosis codes to: Donna Pickett, Co- 
Chairperson, ICD–9–CM Coordination 
and Maintenance Committee, NCHS, 
Room 2402, 3311 Toledo Road, 
Hyattsville, MD 20782. Comments may 
be sent by e-mail to: dfp4@cdc.gov. 

Questions and comments concerning 
the procedure codes should be 
addressed to: Patricia E. Brooks, Co- 
Chairperson, ICD–9–CM Coordination 
and Maintenance Committee, CMS, 
Center for Medicare Management, 
Hospital and Ambulatory Policy Group, 
Division of Acute Care, C4–08–06, 7500 
Security Boulevard, Baltimore, MD 
21244–1850. Comments may be sent by 
e-mail to: 
patricia.brooks2@cms.hhs.gov. 

The ICD–9–CM code changes that 
have been approved will become 
effective October 1, 2010. The new ICD– 
9–CM codes are listed, along with their 
MS–DRG classifications, in Tables 6A 
and 6B (New Diagnosis Codes and New 
Procedure Codes, respectively) in the 
Addendum to this final rule. As we 
stated above, the code numbers and 
their titles were presented for public 
comment at the ICD–9–CM 
Coordination and Maintenance 
Committee meetings. Both oral and 
written comments were considered 
before the codes were approved. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23911), we 
solicited comments on the proposed 
classification of these new codes, which 
were shown in Tables 6A and 6B of the 
Addendum to the proposed rule. 

Comment: A few commenters 
supported our proposals. One 
commenter, representing one of the 
national hospital associations, 
recommended that the new codes 
488.01 (Influenza due to identified 
avian influenza virus with pneumonia) 
and 488.11 (Influenza due to identified 
novel H1N1 influenza virus with 
pneumonia) be assigned to the 

pneumonia MS–DRGs to be consistent 
with the MS–DRG definitions and 
classification of diagnosis code 487.0 
(Influenza with pneumonia). 

Response: We agree with the 
commenters. Therefore, both codes 
488.01 and 488.11 will be assigned to 
MS–DRGs 193 through 195 (Simple 
Pneumonia with Pleurisy With MCC, 
Simple Pneumonia with Pleurisy With 
CC, and Simple Pneumonia with 
Pleurisy Without CC/MCC, respectively) 
as reflected in Table 6A of this final 
rule. 

Comment: The same commenter 
representing one of the hospital 
associations also questioned the CC 
designation for two new codes: 780.33 
(Post traumatic seizures) and 278.03 
(Obesity hypoventilation syndrome). In 
the proposed rule (75 FR 24207 through 
24208), both codes were listed as non- 
CCs in Table 6A. The commenter 
pointed out that specific seizures 
(convulsions) codes such as 780.31 
(Febrile convulsion (simple), 
unspecified) and 780.32 (Complex 
febrile convulsions) are classified as a 
CC and to be consistent within the 
classification system, code 780.33 
should also be classified as a CC. 

The commenter recommended further 
analysis for code 278.03 (Obesity 
hypoventilation syndrome) to determine 
if this condition meets the definition of 
a CC. The commenter pointed out that 
obesity hypoventilation syndrome is a 
condition where overweight patients 
cannot breathe appropriately resulting 
in low blood oxygen levels and high 
blood carbon dioxide levels. This 
condition puts a strain on the heart and 
lungs and may eventually lead to a more 
serious condition such as heart failure 
or respiratory failure. This condition 
would have to be closely monitored 
while the patient is in the hospital and 
may require respiratory treatment such 
as CPAP, BIPAP, or even mechanical 
ventilation depending on the severity of 
the condition. Such services involve 
intensive monitoring where, for 
example, in an intensive care unit, 
expensive and technically complex 
services or extensive care requiring a 
greater number of caregivers is required. 

Response: Our medical advisors agree 
with the commenter’s assessment that 
both codes should be classified as CCs. 
Therefore, we are amending the 
proposed non-CC designation for both 
codes 788.03 and 278.03 and classifying 
them as CCs in Table 6A. These changes 
are reflected in Table 6A in this final 
rule. 

Comment: Several commenters 
addressed the MS–DRG placement of 
new procedure code 35.97 
(Percutaneous mitral valve repair with 

implant) that was created for use 
beginning on October 1, 2010. The 
commenters urged CMS to assign this 
code to the same MS–DRG as open 
surgery so that higher payment would 
result. 

Response: In addition to the 
MitraClip® device not yet being FDA 
approved, we have no claims data on 
which to evaluate such a MS–DRG 
assignment. However, the most 
important concept for denying these 
requests is that the MitraClip® device is 
delivered percutaneously. To assign this 
percutaneous procedure to MS–DRGs 
utilizing an open approach would not 
conform to the structure of the MS– 
DRGs, and disregards the concept of 
clinical coherence. We have no 
evidence-based data with which to 
justify any other MS–DRG assignment 
than those where the current 
percutaneous valve procedures are now 
assigned. Therefore, procedure code 
35.97 is assigned to MS–DRGs 246, 247, 
248, 249, 250, and 251. 

Comment: Two comments urged CMS 
to assign new procedure code 37.37 
(Excision or destruction of other lesion 
or tissue of heart, thoracoscopic 
approach) to MS–DRGs 228, 229, and 
230 (Other Cardiothoracic Procedure 
with MCC, with CC, and without CC/ 
MCC, respectively). 

Response: CMS’ practice has been, 
where practicable, to assign new ICD–9– 
CM codes to the same MS–DRG(s) as 
their predecessor codes. For this reason, 
procedure code 37.37 has been assigned 
to MS–DRGs 228, 229, and 230, as 
described above. 

For codes that have been replaced by 
new or expanded codes, the 
corresponding new or expanded 
diagnosis codes are included in Table 
6A in the Addendum to this final rule. 
New procedure codes are shown in 
Table 6B in the Addendum to this final 
rule. Diagnosis codes that have been 
replaced by expanded codes or other 
codes or have been deleted are in Table 
6C (Invalid Diagnosis Codes) in the 
Addendum to this final rule. These 
invalid diagnosis codes will not be 
recognized by the GROUPER beginning 
with discharges occurring on or after 
October 1, 2010. Table 6D in the 
Addendum to this final rule contains 
invalid procedure codes. These invalid 
procedure codes will not be recognized 
by the GROUPER beginning with 
discharges occurring on or after October 
1, 2010. Revisions to diagnosis code 
titles are in Table 6E (Revised Diagnosis 
Code Titles) in the Addendum to this 
final rule, which also includes the MS– 
DRG assignments for these revised 
codes. Table 6F in the Addendum to 
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this final rule includes revised 
procedure code titles for FY 2011. 

In the September 7, 2001 final rule 
implementing the IPPS new technology 
add-on payments (66 FR 46906), we 
indicated we would attempt to include 
proposals for procedure codes that 
would describe new technology 
discussed and approved at the Spring 
meeting as part of the code revisions 
effective the following October. As 
stated previously, ICD–9–CM codes 
discussed at the March 9–10, 2010 
Committee meeting that receive 
consensus and that were finalized by 
May 2010 are included in Tables 6A 
through 6F in the Addendum to this 
final rule. 

Section 503(a) of Public Law 108–173 
included a requirement for updating 
ICD–9–CM codes twice a year instead of 
a single update on October 1 of each 
year. This requirement was included as 
part of the amendments to the Act 
relating to recognition of new 
technology under the IPPS. Section 
503(a) amended section 1886(d)(5)(K) of 
the Act by adding a clause (vii) which 
states that the ‘‘Secretary shall provide 
for the addition of new diagnosis and 
procedure codes on April 1 of each year, 
but the addition of such codes shall not 
require the Secretary to adjust the 
payment (or diagnosis-related group 
classification) * * * until the fiscal year 
that begins after such date.’’ This 
requirement improves the recognition of 
new technologies under the IPPS system 
by providing information on these new 
technologies at an earlier date. Data will 
be available 6 months earlier than 
would be possible with updates 
occurring only once a year on October 
1. 

While section 1886(d)(5)(K)(vii) of the 
Act states that the addition of new 
diagnosis and procedure codes on April 
1 of each year shall not require the 
Secretary to adjust the payment, or DRG 
classification, under section 1886(d) of 
the Act until the fiscal year that begins 
after such date, we have to update the 
DRG software and other systems in 
order to recognize and accept the new 
codes. We also publicize the code 
changes and the need for a mid-year 
systems update by providers to identify 
the new codes. Hospitals also have to 
obtain the new code books and encoder 
updates, and make other system changes 
in order to identify and report the new 
codes. 

The ICD–9–CM Coordination and 
Maintenance Committee holds its 
meetings in the spring and fall in order 
to update the codes and the applicable 
payment and reporting systems by 
October 1 of each year. Items are placed 
on the agenda for the ICD–9–CM 

Coordination and Maintenance 
Committee meeting if the request is 
received at least 2 months prior to the 
meeting. This requirement allows time 
for staff to review and research the 
coding issues and prepare material for 
discussion at the meeting. It also allows 
time for the topic to be publicized in 
meeting announcements in the Federal 
Register as well as on the CMS Web site. 
The public decides whether or not to 
attend the meeting based on the topics 
listed on the agenda. Final decisions on 
code title revisions are currently made 
by March 1 so that these titles can be 
included in the IPPS proposed rule. A 
complete addendum describing details 
of all changes to ICD–9–CM, both 
tabular and index, is published on the 
CMS and NCHS Web sites in May of 
each year. Publishers of coding books 
and software use this information to 
modify their products that are used by 
health care providers. This 5-month 
time period has proved to be necessary 
for hospitals and other providers to 
update their systems. 

A discussion of this timeline and the 
need for changes are included in the 
December 4–5, 2005 ICD–9–CM 
Coordination and Maintenance 
Committee minutes. The public agreed 
that there was a need to hold the fall 
meetings earlier, in September or 
October, in order to meet the new 
implementation dates. The public 
provided comment that additional time 
would be needed to update hospital 
systems and obtain new code books and 
coding software. There was considerable 
concern expressed about the impact this 
new April update would have on 
providers. 

In the FY 2005 IPPS final rule, we 
implemented section 1886(d)(5)(K)(vii) 
of the Act, as added by section 503(a) 
of Public Law 108–173, by developing a 
mechanism for approving, in time for 
the April update, diagnosis and 
procedure code revisions needed to 
describe new technologies and medical 
services for purposes of the new 
technology add-on payment process. We 
also established the following process 
for making these determinations. Topics 
considered during the Fall ICD–9–CM 
Coordination and Maintenance 
Committee meeting are considered for 
an April 1 update if a strong and 
convincing case is made by the 
requester at the Committee’s public 
meeting. The request must identify the 
reason why a new code is needed in 
April for purposes of the new 
technology process. The participants at 
the meeting and those reviewing the 
Committee meeting summary report are 
provided the opportunity to comment 
on this expedited request. All other 

topics are considered for the October 1 
update. Participants at the Committee 
meeting are encouraged to comment on 
all such requests. There were no 
requests approved for an expedited 
April l, 2010 implementation of an ICD– 
9–CM code at the September 16–17, 
2009 Committee meeting. Therefore, 
there were no new ICD–9–CM codes 
implemented on April 1, 2010. 

Current addendum and code title 
information is published on the CMS 
Web site at: http://www.cms.hhs.gov/
icd9ProviderDiagnosticCodes/01_
overview.asp#TopofPage. Information 
on ICD–9–CM diagnosis codes, along 
with the Official ICD–9–CM Coding 
Guidelines, can be found on the Web 
site at: http://www.cdc.gov/nchs/
icd9.htm. Information on new, revised, 
and deleted ICD–9–CM codes is also 
provided to the AHA for publication in 
the Coding Clinic for ICD–9–CM. AHA 
also distributes information to 
publishers and software vendors. 

CMS also sends copies of all ICD–9– 
CM coding changes to its Medicare 
contractors for use in updating their 
systems and providing education to 
providers. 

These same means of disseminating 
information on new, revised, and 
deleted ICD–9–CM codes will be used to 
notify providers, publishers, software 
vendors, contractors, and others of any 
changes to the ICD–9–CM codes that are 
implemented in April. The code titles 
are adopted as part of the ICD–9–CM 
Coordination and Maintenance 
Committee process. Thus, although we 
publish the code titles in the IPPS 
proposed and final rules, they are not 
subject to comment in the proposed or 
final rules. We will continue to publish 
the October code updates in this manner 
within the IPPS proposed and final 
rules. For codes that are implemented in 
April, we will assign the new procedure 
code to the same MS–DRG in which its 
predecessor code was assigned so there 
will be no MS–DRG impact as far as 
MS–DRG assignment. Any midyear 
coding updates will be available 
through the Web sites indicated above 
and through the Coding Clinic for ICD– 
9–CM. Publishers and software vendors 
currently obtain code changes through 
these sources in order to update their 
code books and software systems. We 
will strive to have the April 1 updates 
available through these Web sites 5 
months prior to implementation (that is, 
early November of the previous year), as 
is the case for the October 1 updates. 

b. Code Freeze 
The International Classification of 

Diseases, 10th Revision (ICD–10) coding 
system applicable to hospital inpatient 
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services will be implemented on 
October 1, 2013, as described in the 
Health Insurance Portability and 
Accountability Act (HIPAA) 
Administrative Simplification: 
Modifications to Medical Data code Set 
Standards to Adopt ICD–10–CM and 
ICD–10–PCS final rule (74 FR 3328 
through 3362, January 16, 2009). The 
ICD–10 coding system includes the 
International Classification of Diseases, 
10th Revision, Clinical Modification 
(ICD–10–CM) for diagnosis coding and 
the International Classification of 
Diseases, 10th Revision, Procedure 
Coding System (ICD–10–PCS) for 
inpatient hospital procedure coding, as 
well as the Official ICD–10–CM and 
ICM–10–PCS Guidelines for Coding and 
Reporting. In the January 16, 2009 ICD– 
10–CM and ICD–10–PCS final rule (74 
FR 3328 through 3362), there was a 
discussion of the need for a partial or 
total freeze in the annual updates to 
both ICD–9–CM and ICD–10–CM and 
ICD–10–PCS codes. The public 
comment addressed in that final rule 
stated that the annual code set updates 
should cease l year prior to the 
implementation of ICD–10. The 
commenters stated that this freeze of 
code updates would allow for 
instructional and/or coding software 
programs to be designed and purchased 
early, without concern that an upgrade 
would take place immediately before 
the compliance date, necessitating 
additional updates and purchases. 

We responded to comments in the 
ICD–10 final rule that the ICD–9–CM 
Coordination and Maintenance 
Committee has jurisdiction over any 
action impacting the ICD–9–CM and 
ICD–10 code sets. Therefore, the issue of 
consideration of a moratorium on 
updates to the ICD–9–CM, ICD–10–CM, 
and ICD–10–PCS code sets in 
anticipation of the adoption of ICD–10– 
CM and ICD–10–PCS would be 
addressed through the Committee at a 
future public meeting. 

At the March 11–12, 2009 ICD–9–CM 
Coordination and Maintenance 
Committee meeting, the public was 
notified that there would be a 
discussion of whether there was a need 
to freeze updates to ICD–9–CM and/or 
ICD–10–CM and ICD–10–PCS prior to 
the implementation of ICD–10. The 
audience was asked to consider this 
issue and be prepared to discuss the 
topic at the September 16–17, 2009 
ICD–9–CM Coordination and 
Maintenance Committee meeting. 
Advance written comments on this 
topic were welcomed. The first part of 
the meeting was devoted to this topic. 

CMS received comments in advance 
of the meeting. CMS staff summarized 

these advanced comments at the 
meeting as follows: 

No ICD–9–CM or ICD–10–CM/PCS 
updates beginning October 1, 2010 (36 
months for implementation activities 
without annual code updates). This 
approach involves updating ICD–9–CM 
and ICD–10 codes on October 1, 2010, 
and not updating them again until after 
ICD–10 implementation on October 1, 
2013. The commenters mentioned the 
extensive work needed to prepare for 
the transition to ICD–10 which will 
affect vendors, payers, providers, 
trainers, clearinghouses, and all claims 
handling organizations. The 
commenters stated that the 36 months 
between the last ICD–9–CM and ICD–10 
updates on October 1, 2010 and the 
implementation of ICD–10 on October 1, 
2013, were necessary to prepare and 
train for the transition. 

No ICD–9–CM or ICD–10–CM/PCS 
updates beginning October 1, 2011 (24 
months for implementation activities 
without annual code updates). This 
approach involves updating ICD–9–CM 
and ICD–10 codes on October 1, 2011, 
and not updating them again until after 
ICD–10 implementation on October 1, 
2013. The commenters raised similar 
concerns to those mentioned above. The 
commenters stated that, if codes 
continue to change, the changes would 
make it difficult for vendors, payers, 
and providers to be ready and for coder 
training to be successful. One 
commenter suggested that a provision 
be developed to perform limited annual 
updates to capture new technologies or 
new diagnoses. 

No ICD–10–CM/PCS updates 
beginning October 1, 2012 but continue 
annual updates to ICD–9–CM. This 
commenter supported annual updates to 
ICD–9–CM to capture advances in 
medical science. However, the 
commenter supported a freeze of ICD– 
10 beginning October 1, 2012, to give 
the industry time to update systems and 
prepare for ICD–10 implementation. 

No ICD–10 updates on October 1, 
2012, but update ICD–9–CM without 
interruption. (No period for 
implementation activities without 
annual code updates.) The commenter 
recommended no ICD–10 updates on 
October 1, 2012, but then updating ICD– 
10 again on October 1, 2013. The 
commenter recommended updating 
ICD–9–CM continuously through a final 
update on October 1, 2012. The 
commenter stated that having a two or 
three year gap between updating the 
code books would lead to a loss of data. 
The commenter stated that there is a 
need to retain the ability to update the 
code books to capture conditions such 
as Swine flu. 

Update both ICD–9–CM and ICD–10– 
CM/PCS annually through October 1, 
2013 (no period for implementation 
activities without annual code updates). 
The commenter stated that codes should 
not be frozen prior to the 
implementation of ICD–10. The 
commenter stated that freezing the 
updates would inhibit the recognition of 
new technologies. 

Many of the commenters suggested a 
resumption of updates to ICD–10–CM 
and ICD–10–PCS beginning on October 
1, 2014. However, one commenter 
suggested annual updates of ICD–10– 
CM and ICD–10–PCS without 
interruptions, including on October 1, 
2013. 

The topic was then opened for public 
discussion at the Committee meeting. 
CMS received a variety of comments 
from the participants that mirrored the 
advance written comments. These 
comments ranged from those supporting 
a complete freeze for both coding 
systems to those who recommended that 
both coding systems continue to be 
updated annually prior to ICD–10 
implementation. There were also many 
comments that supported a more 
limited update process beginning on 
October 1, 2011, or October 1, 2012, 
which would allow only a small number 
of new codes to capture new 
technologies or new diseases. A number 
of commenters pointed out that section 
503(a) of Public Law 108–173 included 
a requirement for updating ICD–9–CM 
codes twice a year to capture new 
technologies. The commenters stated 
that CMS must make a provision to 
capture new technologies despite any 
requests to freeze code updates. 

Commenters voiced concerns about 
the impact on vendors creating new 
ICD–10 products when both ICD–9–CM 
and ICD–10–CM and ICD–10–PCS codes 
were extensively updated on an annual 
basis. Commenters stated that vendors 
and educators were reluctant to begin 
ICD–10 products and training materials 
until there was a period of stability 
without extensive annual updates. Some 
commenters stated that it was important 
for physician offices to have time to 
prepare for the implementation of ICD– 
10. Reducing the annual ICD–9–CM and 
ICD–10 annual updates would be 
helpful to physician offices. 

Other commenters stated that it was 
important to update codes annually so 
that information on new diseases and 
technologies can be captured. These 
commenters stated that vendors, 
providers, system maintainers, and 
coders were used to annual code 
updates, and that they should continue. 

One commenter requested that ICD– 
10–CM codes be frozen on October 1, 
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2011 so that ICD–10–CM codes could be 
coordinated with the Diagnostic and 
Statistical Manual of Mental Disorders 
(DSM), Fifth Edition. The commenter 
stated that the American Psychiatric 
Association plans to publish the fifth 
edition in 2012. Updates to ICD–10–CM 
on or after October 1, 2011, would 
disrupt those plans. 

One commenter suggested an 
approach that would greatly reduce the 
number of updates and provide more 
stability in the coding systems during 
the implementation period. This 
commenter suggested that the large, 
regular code updates on ICD–9–CM be 
discontinued beginning on October 1, 
2011, or October 1, 2012. The 
commenter suggested that CMS and 
CDC raise the bar for new code requests 
at that time and only consider requests 
for new codes that clearly describe a 
new technology or a new disease. The 
commenter stated that this may lead to 
the creation of some new procedure 
codes which do not ultimately receive 
FDA approval, as is the case now. 

CMS and CDC have carefully 
reviewed the comments received at the 
ICD–9–CM Coordination and 
Maintenance Committee meeting as well 
as the written comments submitted. 
Most commenters proposed a limited 
freeze on code updates to both ICD–9– 
CM and ICD–10–CM and ICD–10–PCS 
code sets, with an exception made for 
adding codes for new technologies and 
diseases. Providing this exception 
would comply with section 503(a) of 
Public Law 108–173, which, as 
previously stated, includes a 
requirement for updating ICD–9–CM 
codes twice a year to capture new 
technologies. There was support for 
making the last regular update on 
October 1, 2011. The commenters 
recommended that the ICD–9–CM 
Coordination and Maintenance 
Committee continue to discuss any new 
code updates for both coding systems. 
However, new codes would only be 
added to ICD–9–CM or ICD–10 to 
capture new technologies, as required 
by section 503(a) of Public Law 108– 
173. Other coding issues raised would 
be held for consideration after ICD–10 is 
implemented. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23913), we 
solicited additional input on this 
subject, especially in light of the 
requirements on hospitals for 
meaningful use of electronic health 
records. We welcomed public comments 
that explore whether a freeze is needed 
to help with adoption of health IT, given 
other priorities such as achievement of 
meaningful use and implementation of 
ICD–10 by FY 2013. We welcomed 

input on having the last regular, annual 
update to both ICD–9–CM and ICD–10 
be made on October 1, 2011. On October 
1, 2012, there would be only limited 
code updates to both the ICD–9–CM and 
ICD–10 coding systems to capture new 
technologies and diseases. On October 
1, 2013, there would be only limited 
code updates to ICD–10 to capture new 
technologies and diagnoses. Any other 
issues raised would be considered for 
implementation in ICD 10 on October 1, 
2014, a year after ICD–10 is 
implemented. We agree with 
commenters that there is a need to 
provide the provider, payer, and vendor 
community time to prepare for the 
implementation of ICD–10 and the 
accompanying system and product 
updates. The vendor community is 
especially interested in providing a 
more stable code set for ICD–10 while 
they are developing new products. 

Comment: A number of commenters 
supported the recommendation that the 
last regular update to ICD–9–CM and 
ICD–10–CM/PCS be implemented on 
October 1, 2011, with only limited code 
updates to both ICD–9–CM and ICD–10– 
CM/PCS on October 1, 2012, to capture 
new technologies and procedures as 
well as new diseases. Commenters 
stated that successful implementation of 
ICD–10 will require significant 
planning, education, and systems 
modifications. Continuing regular 
updates to ICD–9–CM and ICD–10–CM/ 
PCS would make the implementation of 
these new coding systems more costly 
and complex. The commenters 
recommended that updates occurring on 
October 1, 2012, be limited to proposals 
for urgently needed codes. They stated 
that such proposals should make a 
‘‘clear and convincing’’ case to the ICD– 
9–CM Coordination and Maintenance 
Committee, including public comment 
as to why the proposal cannot wait for 
the next regularly scheduled updates. 
An example of the emergence of a new 
disease such as H1N1 influenzas was 
provided. 

Several commenters who supported 
the limited freeze stated that, by 
accommodating the process for the 
capture of new technologies and disease 
during this period, CMS is not only in 
compliance with section 503(a) of 
Public Law 108–173 requirements for 
new technology, but also anticipates 
that new diagnosis codes may be needed 
to capture new diseases, as we have 
seen with the Avian and H1N1 
influenzas. The commenters called this 
a thoughtful approach which should 
allow the freeze of code sets while still 
accommodating new codes for new 
technologies and procedures as well as 
urgent needs to capture new diseases. 

Several commenters also stated that 
most practicing physicians and their 
staff have not had sufficient opportunity 
to become familiar with ICD–10–CM. 
They believed that this freeze will allow 
physicians and physician specialty 
groups a better opportunity to become 
familiar with the codes common to their 
specialty prior to the implementation of 
ICD–10. Other comments who 
supported the recommendations for a 
limited code freeze recommended that 
CMS and CDC develop strict criteria 
that a code proposal must meet in order 
to qualify for the limited update during 
the freeze period. 

Several commenters recommended 
that there be no updates to ICD–10–CM/ 
PCS on October 1, 2013, unless 
absolutely necessary. They indicated 
that an example of an urgent need was 
that of a pandemic that could not be 
otherwise reported with existing codes. 
The commenters stated that they 
understood the statutory requirements 
for add-on payments for new technology 
under the inpatient payment system, 
and urged CMS to consider alternative 
solutions to recognize such new 
technologies. Other commenters 
opposed any ICD–10 code updates on 
October 1, 2013. The commenters stated 
that a total freeze was needed on 
October 1, 2013, to enable users of the 
classification system the opportunity to 
prepare for ICD–10. 

One commenter who strongly 
supported the limited freeze offered an 
example of the possible impact of not 
pursuing a code freeze would have on 
its organization. This organization is 
currently working with clients to 
complete the necessary software 
updates for the adoption of ICD–10 by 
early next year. Based on its analysis, 
the work is not confined to systems but 
also involves coding and billing 
activities for healthcare claims. The 
commenter stated that there would be 
an impact on physician documentation, 
problem lists, decision support, 
laboratory, emergency department, 
radiology, nursing, scheduling, 
registration management, and other 
internal systems. The commenter 
opined that, by continuing regular code 
updates without a freeze, they would 
have to rework activities and spend 
cycle time doing maintenance updates 
to software and content updates they 
had already performed to include 
additional annual code updates. The 
ICD–10 updates they make will need to 
be tested and maintenance activities 
performed to build the necessary 
reference data to support production 
adoption of ICD–10. 

One commenter strongly opposed the 
partial freeze for FY 2012. The 
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commenter stated that accurate, specific 
code assignment is a prerequisite for 
accurate physician and hospital 
profiling and value-based purchasing. 
The commenter stated that ICD–10–CM 
is an imperfect system and that 
refinements to ICD–9–CM should be 
carried over to ICD–10 prior to its 
implementation date of October 1, 2013. 
The commenter urged CMS to continue 
to work on refining ICD–10. Another 
commenter opposed any freeze of ICD– 
9–CM or ICD–10 codes. The commenter 
stated that codes should continue to be 
updated as usual each year so that 
physician and hospital efficiency can be 
more accurately measured with accurate 
codes. 

Several commenters supported the 
limited freeze, but requested that the 
last regular code updates be on October 
1, 2012, instead of 2011. The 
commenters stated that a 3-year freeze 
from October 1, 2011 through October 1, 
2014 was overly long. 

Response: We will review all 
comments received on the partial freeze 
as part of the ICD–9–CM Coordination 
and Maintenance Committee process as 
well as these additional comments 
received and summarized above. A final 
decision on whether or not there will be 
a partial code freeze will be announced 
at the September 15–16, 2010 ICD–9– 
CM Coordination and Maintenance 
Committee. An agenda for this meeting 
will be posted on the CMS Web site by 
mid-August 2010 at http://www.cms.
gov/ICD9ProviderDiagnosticCodes/03_
meetings.asp. 

We believe that this advance notice of 
a partial code freeze provides the health 
care industry ample time to request last 
major code updates to ICD–9–CM and 
ICD–10, which could be discussed at the 
September 15–16, 2010 and the March 
2011 ICD–9–CM Coordination and 
Maintenance Committee meeting. Codes 
discussed at these two meetings would 
be considered for the final major code 
updates on October 1, 2011. Any code 
issues raised after that time would be 
addressed at the ICD–9–CM 
Coordination and Maintenance 
Committee meetings in September 2011 
through March 2013 to determine if they 
represented new technologies or new 
diseases. Any new technologies and 
diseases would be added during the 
regular annual updates. Other code 
requests would be held for 
implementation on October 1, 2014. 

We welcome additional input on 
having the last regular code updates to 
ICD–9–CM and ICD–10 on October 1, 
2011, and to only add codes for new 
technologies and diseases on October 1, 
2012 and 2013. We also welcome 
additional input on having the next 

regular update to ICD–10 occur again on 
October 1, 2014. 

Information on ICD–10 can be found 
on the CMS Web site at: http://www.
cms.hhs.gov/ICD10. The final ICD–10 
version of MS–DRGs would be adopted 
under the formal rulemaking process as 
part of our annual IPPS updates. 

c. Processing of 25 Diagnosis Codes and 
25 Procedure Codes on Hospital 
Inpatient Claims 

We have received repeated requests 
from the hospital community to process 
all 25 diagnosis codes and 25 procedure 
codes submitted on electronic hospital 
inpatient claims. Hospitals can submit 
up to 25 diagnoses and 25 procedures; 
however, CMS’ current system 
limitations allow for the processing of 
only the first 9 diagnoses and 6 
procedures. While CMS accepts all 25 
diagnoses and 25 procedures submitted 
on the claims, we do not process all of 
the codes because of these system 
limitations. We recognize that much 
valuable information is lost by not 
processing the additional diagnosis and 
procedure codes that are reported by 
hospitals. 

We responded to hospitals’ requests 
that we process up to 25 diagnosis codes 
and 25 procedure codes in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule (74 
FR 43798). In that final rule, we referred 
readers to the ICD–10 final rule (74 FR 
3328 through 3362) where we discuss 
the updating of Medicare systems prior 
to the implementation of ICD–10 on 
October 1, 2013. We mentioned that part 
of the system updates in preparation for 
ICD–10 is the ‘‘expansion of our ability 
to process more diagnosis and 
procedure codes.’’ In the FY 2009 IPPS 
final rule (73 FR 48433 through 48444), 
we also responded to multiple requests 
to increase the number of codes 
processed from 9 diagnosis and 6 
procedure codes to 25 diagnosis and 25 
procedure codes. 

CMS is currently undergoing 
extensive system updates as part of the 
move to 5010, which includes the 
ability to accept ICD–10 codes. This 
complicated transition involves 
converting many internal systems prior 
to October 1, 2013, when ICD–10 will be 
implemented. One important step in 
this planned conversion process is the 
expansion of our ability to process 
additional diagnosis and procedure 
codes. We are currently planning to 
complete the expansion of this internal 
system capability so that we are able to 
process up to 25 diagnoses and 25 
procedures on hospital inpatient claims 
as part of the HIPPA ASC X12 Technical 
Reports Type 3, Version 005010 
(Version 5010) standards system update. 

CMS will be able to process up to 25 
diagnosis codes and 25 procedure codes 
when received on the 5010 format 
starting on January 1, 2011. We 
recognize the value of the additional 
information provided by this coded data 
for multiple uses such as for payment, 
quality measures, outcome analysis, and 
other important uses. We will continue 
to pursue this additional processing 
capacity as aggressively as possible in 
response to the multiple requests from 
the hospital industry. We appreciate the 
support of the health care community 
for this extensive system update process 
that will allow us to process more of 
this important data. Therefore, for 
claims submitted on the 5010 format 
beginning January 1, 2011, we will 
increase the capacity to process 
diagnosis and procedure codes on 
hospital inpatient claims from the 
current 9 diagnoses and 6 procedures up 
to 25 diagnoses and 25 procedures. 

Comment: Several commenters 
commended CMS on its plans to accept 
and process up to 25 diagnoses and 25 
procedures on hospital inpatient claims 
submitted on the 5010 format beginning 
January 1, 2011. One commenter 
expressed appreciation for CMS’ 
recognition that a complete picture of 
patients’ clinical conditions and 
procedures is necessary in order to 
accurately measure quality, analyze 
outcomes, assess severity of illness, and 
determine reimbursement. 

Response: We appreciate the support 
for our plan to accept and process up to 
25 diagnoses and 25 procedures on 
hospital inpatient claims submitted on 
the 5010 format beginning January 1, 
2011. We will keep the providers 
updated on our progress in this activity. 

ICD–10 MS–DRGs 
We received comments on the 

creation of the ICD–10 version of the 
MS–DRGs, which will be implemented 
on October 1, 2013 (FY 2014) when we 
implement the reporting of ICD–10 
codes. While we did not propose an 
ICD–10 version of the MS–DRGs, CMS 
has been actively involved in converting 
our current MS–DRGs from ICD–9–CM 
codes to ICD–10 codes and sharing this 
information through the ICD–9–CM 
Coordination and Maintenance 
Committee. CMS undertook this early 
conversion project to assist other payers 
and providers in understanding how to 
go about their own conversion projects. 
We posted ICD–10 MS–DRGs based on 
V26.0 (FY 2009) of the MS–DRGs. We 
also posted a paper that describes how 
CMS went about completing this project 
and suggestions for others to follow. All 
of this information can be found on our 
Web site at: http://www.cms.gov/ICD10/ 
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17_ICD10_MS_DRG
_Conversion_Project.asp. We will 
continue to keep the public updated on 
our maintenance efforts for ICD–10–CM 
and ICD–10–PCS coding systems as well 
as the General Equivalence Mappings 
that assist in conversion through the 
ICD–9–CM Coordination and 
Maintenance Committee. Information on 
these committee meetings can be found 
at: http://www.cms.gov/ICD9Provider
DiagnosticCodes/03_meetings.asp. 

Comment: Several commenters 
recommended that the ICD–10 MS–DRG 
GROUPER logic be available no later 
than the FY 2013 rulemaking period, 
with an extended public comment 
period in order to allow providers 
sufficient time to analyze and model the 
proposed MS–DRG groupings prior to 
its implementation on October 1, 2013. 

Response: CMS initiated early efforts 
to convert the MS–DRGs from ICD–9– 
CM codes to ICD–10 codes. As 
discussed earlier, the public was 
informed of this project through the 
ICD–9–CM Coordination and 
Maintenance Committee. Summary 
reports of those meetings where this 
ICD–10 conversion of MS–DRGs took 
place can be found at http:// 
www.cms.gov/ICD9Provider
DiagnosticCodes/03_meetings.asp. 
Currently, we have Version 26.0 of the 
ICD–10 MS–DRGs posted for public 
review. During FY 2011, we will post 
Version 28.0 of the ICD–10 MS–DRGS 
based on the FY 2011 MS–DRGs 
(Version 28.0) that we are finalizing in 
this final rule. This ICD–10 MS–DRG 
Version 28.0 will also include the CC 
Exclusion List, which was not posted 
with Version 26.0. We will be 
discussing this update at the September 
15–16, 2010 ICD–9–CM Coordination 
and Maintenance Committee Meeting. A 
complete agenda for this meeting will be 
posted in mid-August 2010 at: http://
www.cms.gov/ICD9ProviderDiagnostic
Codes/03_meetings.asp. The registration 
site for the meeting will open on August 
13, 2010. We will continue to work with 
the public to explain how we are 
approaching the conversion of MS– 
DRGs to ICD–10 and will post drafts of 
updates as they are developed for public 
review. The final version of the ICD–10 
MS–DRGs to be implemented in FY 
2014 will be subject to notice and 
comment rulemaking. In the meantime, 
we will provide extensive and detailed 
information on this activity through the 
ICD–9–CM Coordination and 
Maintenance Committee. 

12. Other Issues Not Addressed in the 
Proposed Rule 

We received a number of public 
comments on issues that were not 

within the scope of the proposals in the 
FY 2011 IPPS/LTCH PPS proposed rule. 

a. Rechargeable Dual Array Deep Brain 
Stimulation System 

We received a public comment 
requesting that CMS assign the 
combination of procedure codes 
representing rechargeable systems for 
deep brain stimulation therapy, code 
02.93 (Implantation or replacement of 
intracranial neurostimulator lead(s)), 
and code 86.98 (Insertion or 
replacement of dual array rechargeable 
neurostimulator pulse generator) to MS– 
DRGs 023 and 024 (Craniotomy with 
Major Device Implant/Acute Complex 
CNS PDX with MCC or Chemo Implant 
and Craniotomy with Major Device 
Implant/Acute Complex CNS PDX 
without MCC, respectively). The 
commenter stated that this would allow 
all full system dual array deep brain 
stimulation cases to be appropriately 
grouped to the same MS–DRGs. The 
commenter stated that the procedures to 
implant the rechargeable and 
nonrechargeable dual array systems are 
similar clinically and with respect to 
resource utilization. Currently, codes 
02.93 and 86.98 are assigned to MS– 
DRGs 025 through 027 (Craniotomy and 
Endovascular Intracranial Procedures 
with MCC, Craniotomy and 
Endovascular Intracranial Procedures 
with CC, and Craniotomy and 
Endovascular Intracranial Procedures 
without MCC/CC, respectively). 

This comment is outside the scope of 
the FY 2011 IPPS/LTCH PPS proposed 
rule, as we did not propose any changes 
to MS–DRGs 023 and 024 for 
rechargeable systems for deep brain 
stimulation therapy. Therefore, we are 
not addressing this issue for FY 2011. 
As we stated in FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 23864), we 
encourage individuals with comments 
about MS–DRG classifications to submit 
these comments no later than early 
December of each year so they can be 
carefully considered for possible 
inclusion in the annual proposed rule 
and, if included, may be subject to 
public review and comment. 

b. IntraOperative Electron RadioTherapy 
(IOERT) 

We received a public comment 
requesting that CMS update the MS– 
DRG mapping assignments for 
procedure code 92.41 (Intra-operative 
electron radiation therapy) to ensure the 
cost of this technology is captured in 
each MS–DRG involving tumor removal 
in the rectum, head/neck, pancreas, 
lung, genitourinary, soft tissue, and 
breast. IntraOperative Electron 
RadioTherapy (IOERT) is the direct 

application of radiation to a tumor and/ 
or tumor bed while the patient is 
undergoing surgery for cancer. 
Currently, this code is not assigned to a 
specific MS–DRG. 

This comment is outside the scope of 
the FY 2011 IPPS/LTCH PPS proposed 
rule, as we did not propose any changes 
to the MS–DRG for IOERT. We refer the 
commenter to section II.B.2 of the 
proposed rule (75 FR 23864) where we 
discuss the timeline for submission of 
comments about MS–DRG 
classifications. 

c. Brachytherapy 
We received a public comment 

requesting that CMS assign procedure 
code 92.27 (Implantation or insertion of 
radioactive elements) to various MS– 
DRGs where the use of brachytherapy 
sources has been expanded. In addition, 
it was recommended that appropriate 
separate payment for the brachytherapy 
sources be allowed so that hospitals 
may be reimbursed appropriately for the 
unique source cost per patient. 
Brachytherapy, also called seed 
implantation, involves placing 
radioactive sources in or near the tumor 
either as a permanent or temporary 
implant. 

This comment is outside the scope of 
the FY 2011 IPPS/LTCH PPS proposed 
rule, as we did not propose any changes 
to the MS–DRG for brachytherapy. We 
refer the commenter to section II.B.2 of 
the proposed rule (75 FR 23864) where 
we discuss the timeline for submission 
of comments about MS–DRG 
classifications. 

d. Excisional Debridement 
We received a public comment 

recommending that procedure code 
86.22 (Excisional debridement of 
wound, infection, or burn) be 
reclassified from an OR procedure to a 
non-OR procedure. The commenter 
stated that many excisional 
debridements are not performed in the 
operating room setting, but instead are 
done in wound clinics, physician 
offices, and in patient rooms. The 
commenter interpreted the classification 
of code 86.22 to be that of a proxy for 
severity of illness before MS–DRGs were 
implemented. With the more serious 
pressure ulcers, Stages 3 and 4, being 
classified as MCCs, according to the 
commenter, the need to classify code 
86.22 as an OR is no longer necessary. 

This comment is outside the scope of 
the FY 2011 IPPS/LTCH PPS proposed 
rule, as we did not propose any changes 
for excisional debridement. We refer the 
commenter to section II.B.2 of the 
proposed rule (75 FR 23864) where we 
discuss the timeline for submission of 
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comments about MS–DRG 
classifications. 

H. Recalibration of MS–DRG Weights 
As we proposed, in developing the FY 

2011 system of weights, we used two 
data sources: Claims data and cost 
report data. As in previous years, the 
claims data source is the MedPAR file. 
This file is based on fully coded 
diagnostic and procedure data for all 
Medicare inpatient hospital bills. The 
FY 2009 MedPAR data used in this final 
rule include discharges occurring on 
October 1, 2008, through September 30, 
2009, based on bills received by CMS 
through March 31, 2010, from all 
hospitals subject to the IPPS and short- 
term, acute care hospitals in Maryland 
(which are under a waiver from the IPPS 
under section 1814(b)(3) of the Act). The 
FY 2009 MedPAR file used in 
calculating the proposed relative 
weights includes data for approximately 
10,898,371 Medicare discharges from 
IPPS providers. Discharges for Medicare 
beneficiaries enrolled in a Medicare 
Advantage managed care plan are 
excluded from this analysis. The data 
exclude CAHs, including hospitals that 
subsequently became CAHs after the 
period from which the data were taken. 
The second data source used in the cost- 
based relative weighting methodology is 
the FY 2008 Medicare cost report data 
files from HCRIS (that is, cost reports 
beginning on or after October 1, 2007, 
and before October 1, 2008), which 
represents the most recent full set of 
cost report data available. We used the 
March 31, 2010 update of the HCRIS 
cost report files for FY 2008 in setting 
the relative cost-based weights. 

The methodology we used to calculate 
the DRG cost-based relative weights 
from the FY 2009 MedPAR claims data 
and FY 2008 Medicare cost report data 
is as follows: 

• To the extent possible, all the 
claims were regrouped using the 
proposed FY 2011 MS–DRG 
classifications discussed in sections II.B. 
and G. of the preamble of this final rule. 

• The transplant cases that were used 
to establish the relative weights for heart 
and heart-lung, liver and/or intestinal, 
and lung transplants (MS–DRGs 001, 
002, 005, 006, and 007, respectively) 
were limited to those Medicare- 
approved transplant centers that have 
cases in the FY 2009 MedPAR file. 
(Medicare coverage for heart, heart-lung, 
liver and/or intestinal, and lung 
transplants is limited to those facilities 
that have received approval from CMS 
as transplant centers.) 

• Organ acquisition costs for kidney, 
heart, heart-lung, liver, lung, pancreas, 
and intestinal (or multivisceral organs) 

transplants continue to be paid on a 
reasonable cost basis. Because these 
acquisition costs are paid separately 
from the prospective payment rate, it is 
necessary to subtract the acquisition 
charges from the total charges on each 
transplant bill that showed acquisition 
charges before computing the average 
cost for each MS–DRG and before 
eliminating statistical outliers. 

• Claims with total charges or total 
lengths of stay less than or equal to zero 
were deleted. Claims that had an 
amount in the total charge field that 
differed by more than $10.00 from the 
sum of the routine day charges, 
intensive care charges, pharmacy 
charges, special equipment charges, 
therapy services charges, operating 
room charges, cardiology charges, 
laboratory charges, radiology charges, 
other service charges, labor and delivery 
charges, inhalation therapy charges, 
emergency room charges, blood charges, 
and anesthesia charges were also 
deleted. 

• At least 96.1 percent of the 
providers in the MedPAR file had 
charges for 10 of the 15 cost centers. 
Claims for providers that did not have 
charges greater than zero for at least 10 
of the 15 cost centers were deleted. 

• Statistical outliers were eliminated 
by removing all cases that were beyond 
3.0 standard deviations from the mean 
of the log distribution of both the total 
charges per case and the total charges 
per day for each MS–DRG. 

• Effective October 1, 2008, because 
hospital inpatient claims include a POA 
indicator field for each diagnosis 
present on the claim, only for purposes 
of relative weight-setting, the POA 
indicator field was reset to ‘‘Y’’ for ‘‘Yes’’ 
for all claims that otherwise have an ‘‘N’’ 
(No) or a ‘‘U’’ (documentation 
insufficient to determine if the 
condition was present at the time of 
inpatient admission) in the POA field. 

Under current payment policy, the 
presence of specific HAC codes, as 
indicated by the POA field values, can 
generate a lower payment for the claim. 
Specifically, if the particular condition 
is present on admission (that is, a ‘‘Y’’ 
indicator is associated with the 
diagnosis on the claim), then it is not a 
HAC, and the hospital is paid for the 
higher severity (and, therefore, the 
higher weighted MS–DRG). If the 
particular condition is not present on 
admission (that is, an ‘‘N’’ indicator is 
associated with the diagnosis on the 
claim) and there are no other 
complicating conditions, the DRG 
GROUPER assigns the claim to a lower 
severity (and, therefore, the lower 
weighted MS–DRG) as a penalty for 
allowing a Medicare inpatient to 

contract a HAC. While the POA 
reporting meets policy goals of 
encouraging quality care and generates 
program savings, it presents an issue for 
the relative weight-setting process. 
Because cases identified as HACs are 
likely to be more complex than similar 
cases that are not identified as HACs, 
the charges associated with HACs are 
likely to be higher as well. Thus, if the 
higher charges of these HAC claims are 
grouped into lower severity MS–DRGs 
prior to the relative weight-setting 
process, the relative weights of these 
particular MS–DRGs would become 
artificially inflated, potentially skewing 
the relative weights. In addition, we 
want to protect the integrity of the 
budget neutrality process by ensuring 
that, in estimating payments, no 
increase to the standardized amount 
occurs as a result of lower overall 
payments in a previous year that stem 
from using weights and case-mix that 
are based on lower severity MS–DRG 
assignments. If this would occur, the 
anticipated cost savings from the HAC 
policy would be lost. 

To avoid these problems, we reset the 
POA indicator field to ‘‘Y’’ only for 
relative weight-setting purposes for all 
claims that otherwise have a ‘‘N’’ or an 
‘‘U’’ in the POA field. This resetting 
‘‘forced’’ the more costly HAC claims 
into the higher severity MS–DRGs as 
appropriate, and the relative weights 
calculated for each MS–DRG more 
closely reflect the true costs of those 
cases. 

Once the MedPAR data were trimmed 
and the statistical outliers were 
removed, the charges for each of the 15 
cost groups for each claim were 
standardized to remove the effects of 
differences in area wage levels, IME and 
DSH payments, and for hospitals in 
Alaska and Hawaii, the applicable cost- 
of-living adjustment. Because hospital 
charges include charges for both 
operating and capital costs, we 
standardized total charges to remove the 
effects of differences in geographic 
adjustment factors, cost-of-living 
adjustments, and DSH payments under 
the capital IPPS as well. Charges were 
then summed by MS–DRG for each of 
the 15 cost groups so that each MS–DRG 
had 15 standardized charge totals. These 
charges were then adjusted to cost by 
applying the national average CCRs 
developed from the FY 2008 cost report 
data. 

The 15 cost centers that we used in 
the relative weight calculation are 
shown in the following table. The table 
shows the lines on the cost report and 
the corresponding revenue codes that 
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we used to create the 15 national cost 
center CCRs. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We developed the national average 
CCRs as follows: 

Taking the FY 2008 cost report data, 
we removed CAHs, Indian Health 
Service hospitals, all-inclusive rate 
hospitals, and cost reports that 
represented time periods of less than 1 
year (365 days). We included hospitals 
located in Maryland as we are including 
their charges in our claims database. We 
then created CCRs for each provider for 
each cost center (see prior table for line 
items used in the calculations) and 
removed any CCRs that were greater 
than 10 or less than 0.01. We 
normalized the departmental CCRs by 
dividing the CCR for each department 
by the total CCR for the hospital for the 
purpose of trimming the data. We then 
took the logs of the normalized cost 
center CCRs and removed any cost 
center CCRs where the log of the cost 
center CCR was greater or less than the 
mean log plus/minus 3 times the 
standard deviation for the log of that 
cost center CCR. Once the cost report 
data were trimmed, we calculated a 
Medicare-specific CCR. The Medicare- 
specific CCR was determined by taking 
the Medicare charges for each line item 
from Worksheet D–4 and deriving the 
Medicare-specific costs by applying the 
hospital-specific departmental CCRs to 
the Medicare-specific charges for each 
line item from Worksheet D–4. Once 
each hospital’s Medicare-specific costs 
were established, we summed the total 
Medicare-specific costs and divided by 
the sum of the total Medicare-specific 
charges to produce national average, 
charge-weighted CCRs. 

After we multiplied the total charges 
for each MS–DRG in each of the 15 cost 
centers by the corresponding national 
average CCR, we summed the 15 ‘‘costs’’ 
across each MS–DRG to produce a total 
standardized cost for the MS–DRG. The 
average standardized cost for each MS– 
DRG was then computed as the total 

standardized cost for the MS–DRG 
divided by the transfer-adjusted case 
count for the MS–DRG. The average cost 
for each MS–DRG was then divided by 
the national average standardized cost 
per case to determine the relative 
weight. 

The new cost-based relative weights 
were then normalized by an adjustment 
factor of 1.57489 so that the average case 
weight after recalibration was equal to 
the average case weight before 
recalibration. The normalization 
adjustment is intended to ensure that 
recalibration by itself neither increases 
nor decreases total payments under the 
IPPS, as required by section 
1886(d)(4)(C)(iii) of the Act. 

The 15 national average CCRs for FY 
2011 are as follows: 

Group CCR 

Routine Days .................................. 0.539 
Intensive Days ................................ 0.473 
Drugs .............................................. 0.202 
Supplies & Equipment .................... 0.345 
Therapy Services ............................ 0.403 
Laboratory ....................................... 0.155 
Operating Room ............................. 0.272 
Cardiology ....................................... 0.169 
Radiology ........................................ 0.152 
Emergency Room ........................... 0.263 
Blood and Blood Products .............. 0.415 
Other Services ................................ 0.416 
Labor & Delivery ............................. 0.470 
Inhalation Therapy .......................... 0.200 
Anesthesia ...................................... 0.128 

Since FY 2009, the relative weights 
have been based on 100 percent cost 
weights based on our MS–DRG grouping 
system. 

When we recalibrated the DRG 
weights for previous years, we set a 
threshold of 10 cases as the minimum 
number of cases required to compute a 
reasonable weight. In the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23922), 
we proposed to use that same case 
threshold in recalibrating the MS–DRG 

weights for FY 2011. Using the FY 2009 
MedPAR data set, there are 8 MS–DRGs 
that contain fewer than 10 cases. Under 
the MS–DRGs, we have fewer low- 
volume DRGs than under the CMS DRGs 
because we no longer have separate 
DRGs for patients age 0 to 17 years. 
With the exception of newborns, we 
previously separated some DRGs based 
on whether the patient was age 0 to 17 
years or age 17 years and older. Other 
than the age split, cases grouping to 
these DRGs are identical. The DRGs for 
patients age 0 to 17 years generally have 
very low volumes because children are 
typically ineligible for Medicare. In the 
past, we have found that the low 
volume of cases for the pediatric DRGs 
could lead to significant year-to-year 
instability in their relative weights. 
Although we have always encouraged 
non-Medicare payers to develop weights 
applicable to their own patient 
populations, we have heard frequent 
complaints from providers about the use 
of the Medicare relative weights in the 
pediatric population. We believe that 
eliminating this age split in the MS– 
DRGs will provide more stable payment 
for pediatric cases by determining their 
payment using adult cases that are 
much higher in total volume. Newborns 
are unique and require separate MS– 
DRGs that are not mirrored in the adult 
population. Therefore, it remains 
necessary to retain separate MS–DRGs 
for newborns. All of the low-volume 
MS–DRGs listed below are for 
newborns. In FY 2011, because we do 
not have sufficient MedPAR data to set 
accurate and stable cost weights for 
these low-volume MS–DRGs, we 
proposed to compute weights for the 
low-volume MS–DRGs by adjusting 
their FY 2010 weights by the percentage 
change in the average weight of the 
cases in other MS–DRGs. The crosswalk 
table is shown below: 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00096 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2 E
R

16
A

U
10

.0
28

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50137 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

We did not receive any public 
comment on this section. Therefore, we 
are adopting the national average CCRs 
as proposed, with the MS–DRG weights 
recalibrated based on these CCRs. 

I. Add-On Payments for New Services 
and Technologies 

1. Background 

Sections 1886(d)(5)(K) and (L) of the 
Act establish a process of identifying 
and ensuring adequate payment for new 
medical services and technologies 
(sometimes collectively referred to in 
this section as ‘‘new technologies’’) 
under the IPPS. Section 
1886(d)(5)(K)(vi) of the Act specifies 
that a medical service or technology will 
be considered new if it meets criteria 
established by the Secretary after notice 
and opportunity for public comment. 

Section 1886(d)(5)(K)(ii)(I) of the Act 
specifies that a new medical service or 
technology may be considered for new 
technology add-on payment if, ‘‘based 
on the estimated costs incurred with 
respect to discharges involving such 
service or technology, the DRG 
prospective payment rate otherwise 
applicable to such discharges under this 
subsection is inadequate.’’ We note that 
beginning with FY 2008, CMS 
transitioned from CMS–DRGs to MS– 
DRGs. 

The regulations implementing these 
provisions specify three criteria for a 
new medical service or technology to 
receive the additional payment: (1) The 
medical service or technology must be 
new; (2) the medical service or 
technology must be costly such that the 
DRG rate otherwise applicable to 
discharges involving the medical service 

or technology is determined to be 
inadequate; and (3) the service or 
technology must demonstrate a 
substantial clinical improvement over 
existing services or technologies. These 
three criteria are explained below in the 
ensuing paragraphs in further detail. 

Under the first criterion, as reflected 
in 42 CFR 412.87(b)(2), a specific 
medical service or technology will be 
considered ‘‘new’’ for purposes of new 
medical service or technology add-on 
payments until such time as Medicare 
data are available to fully reflect the cost 
of the technology in the MS–DRG 
weights through recalibration. 
Typically, there is a lag of 2 to 3 years 
from the point a new medical service or 
technology is first introduced on the 
market (generally on the date that the 
technology receives FDA approval/ 
clearance) and when data reflecting the 
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use of the medical service or technology 
are used to calculate the MS–DRG 
weights. For example, data from 
discharges occurring during FY 2009 are 
used to calculate the FY 2011 MS–DRG 
weights in this final rule. Section 
412.87(b)(2) of the regulations therefore 
provides that ‘‘a medical service or 
technology may be considered new 
within 2 or 3 years after the point at 
which data begin to become available 
reflecting the ICD–9–CM code assigned 
to the new medical service or 
technology (depending on when a new 
code is assigned and data on the new 
medical service or technology become 
available for DRG recalibration). After 
CMS has recalibrated the MS–DRGs, 
based on available data to reflect the 
costs of an otherwise new medical 
service or technology, the medical 
service or technology will no longer be 
considered ‘new’ under the criterion for 
this section.’’ 

The 2-year to 3-year period during 
which a medical service or technology 
can be considered new would ordinarily 
begin on the date on which the medical 
service or technology received FDA 
approval or clearance. (We note that, for 
purposes of this section of this final 
rule, we generally refer to both FDA 
approval and FDA clearance as FDA 
‘‘approval.’’) However, in some cases, 
there may be few to no Medicare data 
available for the new service or 
technology following FDA approval. For 
example, the newness period could 
extend beyond the 2-year to 3-year 
period after FDA approval is received in 
cases where the product initially was 
generally unavailable to Medicare 
patients following FDA approval, such 
as in cases of a national noncoverage 
determination or a documented delay in 
bringing the product onto the market 
after that approval (for instance, 
component production or drug 
production has been postponed 
following FDA approval due to shelf life 
concerns or manufacturing issues). After 
the MS–DRGs have been recalibrated to 
reflect the costs of an otherwise new 
medical service or technology, the 
medical service or technology is no 
longer eligible for special add-on 
payment for new medical services or 
technologies (as specified under 
§ 412.87(b)(2)). For example, an 
approved new technology that received 
FDA approval in October 2008 and 
entered the market at that time may be 
eligible to receive add-on payments as a 
new technology for discharges occurring 
before October 1, 2011 (the start of FY 
2012). Because the FY 2012 MS–DRG 
weights would be calculated using FY 
2010 MedPAR data, the costs of such a 

new technology would be fully reflected 
in the FY 2012 MS–DRG weights. 
Therefore, the new technology would no 
longer be eligible to receive add-on 
payments as a new technology for 
discharges occurring in FY 2012 and 
thereafter. 

We do not consider a service or 
technology to be new if it is 
substantially similar to one or more 
existing technologies. That is, even if a 
technology receives a new FDA 
approval, it may not necessarily be 
considered ‘‘new’’ for purposes of new 
technology add-on payments if it is 
‘‘substantially similar’’ to a technology 
that was approved by FDA and has been 
on the market for more than 2 to 3 years. 
In the FY 2006 IPPS final rule (70 FR 
47351), we explained our policy 
regarding substantial similarity in detail 
and its relevance for assessing if the 
hospital charge data used in the 
development of the relative weights for 
the relevant DRGs reflect the costs of the 
technology. In that final rule, we stated 
that, for determining substantial 
similarity, we consider (1) whether a 
product uses the same or a similar 
mechanism of action to achieve a 
therapeutic outcome, and (2) whether a 
product is assigned to the same or a 
different DRG. We indicated that both of 
the above criteria should be met in order 
for a technology to be considered 
‘‘substantially similar’’ to an existing 
technology. However, in that same final 
rule, we also noted that, due to the 
complexity of issues regarding the 
substantial similarity component of the 
newness criterion, it may be necessary 
to exercise flexibility when considering 
whether technologies are substantially 
similar to one another. Specifically, we 
stated that we may consider additional 
factors, depending on the circumstances 
specific to each application. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43813 and 43814), 
we noted that the discussion of 
substantial similarity in the FY 2006 
IPPS final rule related to comparing two 
separate technologies made by different 
manufacturers. Nevertheless, we stated 
that the criteria discussed in the FY 
2006 IPPS final rule also are relevant 
when comparing the similarity between 
a new use and existing uses of the same 
technology (or a very similar technology 
manufactured by the same 
manufacturer). In other words, we stated 
that it is necessary to establish that the 
new indication for which the 
technology has received FDA approval 
is not substantially similar to that of the 
prior indication. We explained that such 
a distinction is necessary to determine 
the appropriate start date of the newness 
period in evaluating whether the 

technology would qualify for add-on 
payments (that is, the date of the ‘‘new’’ 
FDA approval or that of the prior 
approval), or whether the technology 
could qualify for separate new 
technology add-on payments under each 
indication. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43814), we added 
a third factor of consideration to our 
analysis of whether a new technology is 
substantially similar to one or more 
existing technologies. Specifically, in 
making a determination of whether a 
technology is substantially similar to an 
existing technology, we will consider 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population (74 FR 
24130), in addition to considering the 
already established factors described in 
the FY 2006 IPPS final rule (that is, (1) 
whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome; and (2) whether 
a product is assigned to the same or a 
different DRG). As we noted in the FY 
2010 IPPS/RY 2010 LTCH PPS final 
rule, if all three components are present 
and the new use is deemed substantially 
similar to one or more of the existing 
uses of the technology (that is beyond 
the newness period), we would 
conclude that the technology is not new 
and, therefore, is not eligible for the new 
technology add-on payment. 

Under the second criterion, 
§ 412.87(b)(3) further provides that, to 
be eligible for the add-on payment for 
new medical services or technologies, 
the MS–DRG prospective payment rate 
otherwise applicable to the discharge 
involving the new medical services or 
technologies must be assessed for 
adequacy. Under the cost criterion, to 
assess the adequacy of payment for a 
new technology paid under the 
applicable MS–DRG prospective 
payment rate, we evaluate whether the 
charges for cases involving the new 
technology exceed certain threshold 
amounts. In the FY 2004 IPPS final rule 
(68 FR 45385), we established the 
threshold at the geometric mean 
standardized charge for all cases in the 
MS–DRG plus 75 percent of 1 standard 
deviation above the geometric mean 
standardized charge (based on the 
logarithmic values of the charges and 
converted back to charges) for all cases 
in the MS–DRG to which the new 
medical service or technology is 
assigned (or the case-weighted average 
of all relevant MS–DRGs, if the new 
medical service or technology occurs in 
more than one MS–DRG). 

However, section 503(b)(1) of Public 
Law 108–173 amended section 
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1886(d)(5)(K)(ii)(I) of the Act to provide 
that, beginning in FY 2005, CMS will 
apply ‘‘a threshold * * * that is the 
lesser of 75 percent of the standardized 
amount (increased to reflect the 
difference between cost and charges) or 
75 percent of one standard deviation for 
the diagnosis-related group involved.’’ 
(We refer readers to section IV.D. of the 
preamble to the FY 2005 IPPS final rule 
(69 FR 49084) for a discussion of the 
revision of the regulations to 
incorporate the change made by section 
503(b)(1) of Pub. L. 108–173.) Table 10 
that was included in the IPPS/LTCH 
PPS final rule published in the Federal 
Register on August 27, 2009, contained 
the final thresholds that we used to 
evaluate applications for new 
technology add-on payments for the 
proposed rule for FY 2011 (74 FR 
44173). However, we issued a 
supplemental proposed rule in the 
Federal Register on June 2, 2010 (75 FR 
30756) that addressed the provisions of 
the Affordable Care Act that affected our 
proposed policies and payment rates for 
FY 2011 under the IPPS and the LTCH 
PPS. In addition, we issued a Federal 
Register notice on June 2, 2010 (75 FR 
31118) and further instructions that 
addressed the provisions of the 
Affordable Care Act that affected the 
policies and payment rates for FY 2010 
under the IPPS and the LTCH PPS. In 
these documents, we updated Table 10 
that was published in the Federal 
Register on August 27, 2009 and Table 
10 in the Addendum to the FY 2011 
IPPS/LTCH PPS proposed rule to reflect 
the changes made by the Affordable 
Care Act. 

In the September 7, 2001 final rule 
that established the new technology 
add-on payment regulations (66 FR 
46917), we discussed the issue of 
whether the HIPAA Privacy Rule at 45 
CFR parts 160 and 164 applies to claims 
information that providers submit with 
applications for new technology add-on 
payments. Specifically, we explained 
that health plans, including Medicare, 
and providers that conduct certain 
transactions electronically, including 
the hospitals that would be receiving 
payment under the FY 2001 IPPS final 
rule, are required to comply with the 
HIPAA Privacy Rule. We further 
explained how such entities could meet 
the applicable HIPAA requirements by 
discussing how the HIPAA Privacy Rule 
permitted providers to share with health 
plans information needed to ensure 
correct payment, if they had obtained 
consent from the patient to use that 
patient’s data for treatment, payment, or 
health care operations. We also 
explained that, because the information 

to be provided within applications for 
new technology add-on payment would 
be needed to ensure correct payment, no 
additional consent would be required. 
The HHS Office for Civil Rights has 
since amended the HIPAA Privacy Rule, 
but the results remain. The HIPAA 
Privacy Rule does not require a covered 
entity to obtain consent from patients to 
use or disclose protected health 
information for the covered entity’s 
treatment, payment, or health care 
operations purposes, and expressly 
permits such entities to use or to 
disclose protected health information 
for these purposes and for the treatment 
purposes of another health care provider 
and the payment purposes of another 
covered entity or health care provider. 
(We refer readers to 45 CFR 
164.502(a)(1)(ii) and 164.506(c)(1) and 
(c)(3) and the Standards for Privacy of 
Individually Identifiable Health 
Information published in the Federal 
Register (67 FR 53208 through 53214) 
on August 14, 2002, for a full discussion 
of consent in the context of the HIPAA 
Privacy Rule.) 

Under the third criterion, 
§ 412.87(b)(1) of our existing regulations 
provides that a new technology is an 
appropriate candidate for an additional 
payment when it represents ‘‘an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries.’’ For example, a new 
technology represents a substantial 
clinical improvement when it reduces 
mortality, decreases the number of 
hospitalizations or physician visits, or 
reduces recovery time compared to the 
technologies previously available. (We 
refer readers to the September 7, 2001 
final rule for a complete discussion of 
this criterion (66 FR 46902).) 

The new medical service or 
technology add-on payment policy 
under the IPPS provides additional 
payments for cases with relatively high 
costs involving eligible new medical 
services or technologies while 
preserving some of the incentives 
inherent under an average-based 
prospective payment system. The 
payment mechanism is based on the 
cost to hospitals for the new medical 
service or technology. Under § 412.88, if 
the costs of the discharge (determined 
by applying cost to charge ratios 
(‘‘CCRs’’) as described in § 412.84(h)) 
exceed the full DRG payment (including 
payments for IME and DSH, but 
excluding outlier payments), Medicare 
will make an add-on payment equal to 
the lesser of: (1) 50 percent of the 
estimated costs of the new technology 
(if the estimated costs for the case 
including the new technology exceed 

Medicare’s payment); or (2) 50 percent 
of the difference between the full DRG 
payment and the hospital’s estimated 
cost for the case. Unless the discharge 
qualifies for an outlier payment, 
Medicare payment is limited to the full 
MS–DRG payment plus 50 percent of 
the estimated costs of the new 
technology. 

Section 1886(d)(4)(C)(iii) of the Act 
requires that the adjustments to annual 
MS–DRG classifications and relative 
weights must be made in a manner that 
ensures that aggregate payments to 
hospitals are not more or less than they 
were in the prior fiscal year (i.e., they 
are ‘‘budget neutral’’). Therefore, in the 
past, we accounted for projected 
payments under the new medical 
service and technology provision during 
the upcoming fiscal year, while at the 
same time estimating the payment effect 
of changes to the MS–DRG 
classifications and recalibration. The 
impact of additional payments under 
this provision was then included in the 
budget neutrality factor, which was 
applied to the standardized amounts 
and the hospital-specific amounts. 
However, section 503(d)(2) of Public 
Law 108–173 provides that there shall 
be no reduction or adjustment in 
aggregate payments under the IPPS due 
to add-on payments for new medical 
services and technologies. Therefore, in 
accordance with section 503(d)(2) of 
Public Law 108–173, add-on payments 
for new medical services or technologies 
for FY 2005 and later years have not 
been subjected to budget neutrality. 

In the FY 2009 IPPS final rule (73 FR 
48561 through 48563), we modified our 
regulations at § 412.87 to codify our 
current practice of how CMS evaluates 
the eligibility criteria for new medical 
service or technology add-on payment 
applications. We also amended 
§ 412.87(c) to specify that all applicants 
for new technology add-on payments 
must have FDA approval for their new 
medical service or technology by July 1 
of each year prior to the beginning of the 
fiscal year that the application is being 
considered. 

The Council on Technology and 
Innovation (CTI) at CMS oversees the 
agency’s cross-cutting priority on 
coordinating coverage, coding and 
payment processes for Medicare with 
respect to new technologies and 
procedures, including new drug 
therapies, as well as promoting the 
exchange of information on new 
technologies between CMS and other 
entities. The CTI, composed of senior 
CMS staff and clinicians, was 
established under section 942(a) of 
Public Law 108–173. The Council is co- 
chaired by the Director of the Office of 
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Clinical Standards and Quality (OCSQ) 
and the Director of the Center for 
Medicare (CM), who is also designated 
as the CTI’s Executive Coordinator. 

The specific processes for coverage, 
coding, and payment are implemented 
by CM, OCSQ, and the local claims- 
payment contractors (in the case of local 
coverage and payment decisions). The 
CTI supplements, rather than replaces, 
these processes by working to assure 
that all of these activities reflect the 
agency-wide priority to promote high- 
quality, innovative care. At the same 
time, the CTI also works to streamline, 
accelerate, and improve coordination of 
these processes to ensure that they 
remain up to date as new issues arise. 
To achieve its goals, the CTI works to 
streamline and create a more 
transparent coding and payment 
process, improve the quality of medical 
decisions, and speed patient access to 
effective new treatments. It is also 
dedicated to supporting better decisions 
by patients and doctors in using 
Medicare-covered services through the 
promotion of better evidence 
development, which is critical for 
improving the quality of care for 
Medicare beneficiaries. 

CMS plans to continue its Open Door 
forums with stakeholders who are 
interested in CTI’s initiatives. In 
addition, to improve the understanding 
of CMS’ processes for coverage, coding, 
and payment and how to access them, 
the CTI has developed an ‘‘innovator’s 
guide’’ to these processes. The intent is 
to consolidate this information, much of 
which is already available in a variety 
of CMS documents and in various 
places on the CMS Web site, in a user- 
friendly format. This guide was 
published in August 2008 and is 
available on the CMS Web site at: 
http://www.cms.hhs.gov/ 
CouncilonTechInnov/Downloads/ 
InnovatorsGuide8_25_08.pdf. 

As we indicated in the FY 2009 IPPS 
final rule (73 FR 48554), we invite any 
product developers or manufacturers of 
new medical technologies to contact the 
agency early in the process of product 
development if they have questions or 
concerns about the evidence that would 
be needed later in the development 
process for the agency’s coverage 
decisions for Medicare. 

The CTI aims to provide useful 
information on its activities and 
initiatives to stakeholders, including 
Medicare beneficiaries, advocates, 
medical product manufacturers, 
providers, and health policy experts. 
Stakeholders with further questions 
about Medicare’s coverage, coding, and 
payment processes, or who want further 
guidance about how they can navigate 

these processes, can contact the CTI at 
CTI@cms.hhs.gov or from the ‘‘Contact 
Us’’ section of the CTI home page 
(http://www.cms.hhs.gov/ 
CouncilonTechInnov/). 

We note that applicants for add-on 
payments for new medical services or 
technologies for FY 2012 must submit a 
formal request, including a full 
description of the clinical applications 
of the medical service or technology and 
the results of any clinical evaluations 
demonstrating that the new medical 
service or technology represents a 
substantial clinical improvement, along 
with a significant sample of data to 
demonstrate that the medical service or 
technology meets the high-cost 
threshold. Complete application 
information, along with final deadlines 
for submitting a full application, will be 
posted as it becomes available on our 
Web site at: http://www.cms.hhs.gov/ 
AcuteInpatientPPS/08_newtech.asp. To 
allow interested parties to identify the 
new medical services or technologies 
under review before the publication of 
the proposed rule for FY 2012, the Web 
site also will list the tracking forms 
completed by each applicant. 

Comment: A number of commenters 
addressed topics relating to the 
substantial similarity criteria, marginal 
cost factor for the new technology add- 
on payment, the potential 
implementation of ICD–10–CM, the use 
of external data in determining the cost 
threshold, paying new technology add- 
on payments for 2 to 3 years, mapping 
new technologies to the appropriate 
MS–DRG, and the use of the date that 
a ICD–9–CM code is assigned to a 
technology or the FDA approval date 
(whichever is later) as the start of the 
newness period. 

Response: We did not request public 
comments nor propose to make any 
changes to any of the issues summarized 
above. Because these comments are 
outside of the scope of the provisions 
included in the proposed rule, we are 
not providing a complete summary of 
the comments or responding to them in 
this final rule. 

2. Public Input Before Publication of a 
Notice of Proposed Rulemaking on Add- 
On Payments 

Section 1886(d)(5)(K)(viii) of the Act, 
as amended by section 503(b)(2) of 
Public Law 108–173, provides for a 
mechanism for public input before 
publication of a notice of proposed 
rulemaking regarding whether a medical 
service or technology represents a 
substantial clinical improvement or 
advancement. The process for 
evaluating new medical service and 

technology applications requires the 
Secretary to— 

• Provide, before publication of a 
proposed rule, for public input 
regarding whether a new service or 
technology represents an advance in 
medical technology that substantially 
improves the diagnosis or treatment of 
Medicare beneficiaries; 

• Make public and periodically 
update a list of the services and 
technologies for which applications for 
add-on payments are pending; 

• Accept comments, 
recommendations, and data from the 
public regarding whether a service or 
technology represents a substantial 
clinical improvement; and 

• Provide, before publication of a 
proposed rule, for a meeting at which 
organizations representing hospitals, 
physicians, manufacturers, and any 
other interested party may present 
comments, recommendations, and data 
regarding whether a new medical 
service or technology represents a 
substantial clinical improvement to the 
clinical staff of CMS. 

In order to provide an opportunity for 
public input regarding add-on payments 
for new medical services and 
technologies for FY 2011 prior to 
publication of the FY 2011 IPPS/RY 
2011 LTCH PPS proposed rule, we 
published a notice in the Federal 
Register on November 27, 2009 (74 FR 
62339 through 62342), and held a town 
hall meeting at the CMS Headquarters 
Office in Baltimore, MD, on February 
19, 2010. In the announcement notice 
for the meeting, we stated that the 
opinions and alternatives provided 
during the meeting would assist us in 
our evaluations of applications by 
allowing public discussion of the 
substantial clinical improvement 
criterion for each of the FY 2011 new 
medical service and technology add-on 
payment applications before the 
publication of the FY 2011 proposed 
rule. 

Approximately 80 individuals 
registered to attend the town hall 
meeting in person, while additional 
individuals listened over an open 
telephone line. Each of the three FY 
2011 applicants presented information 
on its technology, including a 
discussion of data reflecting the 
substantial clinical improvement aspect 
of the technology. We considered each 
applicant’s presentation made at the 
town hall meeting, as well as written 
comments submitted on the 
applications, in our evaluation of the 
new technology add-on applications for 
FY 2011 in the FY 2011 proposed rule 
and this final rule. 
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In response to the published notice 
and the new technology town hall 
meeting, we received 11 written 
comments regarding applications for FY 
2011 new technology add-on payments. 
We summarized these comments or, if 
applicable, indicated that there were no 
comments received, at the end of each 
discussion of the individual 
applications in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 23926 and 
23927). 

3. FY 2011 Status of Technologies 
Approved for FY 2010 Add-On 
Payments 

a. Spiration® IBV® Valve System 

Spiration, Inc. submitted an 
application for new technology add-on 
payments for the Spiration® IBV® Valve 
System (Spiration® IBV®). The 
Spiration® IBV® is a device that is used 
to place, via bronchoscopy, small, one- 
way valves into selected small airways 
in the lung in order to limit airflow into 
selected portions of lung tissue that 
have prolonged air leaks following 
surgery while still allowing mucus, 
fluids, and air to exit, thereby reducing 
the amount of air that enters the pleural 
space. The device is intended to control 
prolonged air leaks following three 
specific surgical procedures: lobectomy; 
segmentectomy; or lung volume 
reduction surgery (LVRS). According to 
the applicant, an air leak that is present 
on postoperative day 7 is considered 
‘‘prolonged’’ unless present only during 
forced exhalation or cough. In order to 
help prevent valve migration, there are 
five anchors with tips that secure the 
valve to the airway. The implanted 
valves are intended to be removed no 
later than 6 weeks after implantation. 

With regard to the newness criterion, 
the Spiration® IBV® received a HDE 
approval from the FDA on October 24, 
2008. We were unaware of any 
previously FDA-approved predicate 
devices, or otherwise similar devices, 
that could be considered substantially 
similar to the Spiration® IBV®. 
However, the applicant asserted that the 
FDA had precluded the device from 
being used in the treatment of any 
patients until the Institutional Review 
Board (IRB) granted approvals regarding 
its study sites. Therefore, the Spiration® 
IBV® met the newness criterion once it 
obtained at least one IRB approval 
because the device would then be 
available on the market to treat 
Medicare beneficiaries. 

After evaluation of the newness, costs, 
and substantial clinical improvement 
criteria for new technology payments for 
the Spiration® IBV® and consideration 
of the public comments we received on 

the FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule, including the additional 
analysis of clinical data and supporting 
information submitted by the applicant, 
we approved the Spiration® IBV® for 
new technology add-on payments for FY 
2010. In that final rule, we noted that 
the Spiration® IBV® was the only device 
currently approved for the purpose of 
treating prolonged air leaks following 
lobectomy, segmentectomy, and LVRS 
patients in the United States. We stated 
that without the availability of this 
device, patients with prolonged air leaks 
(following lobectomy, segmentectomy, 
and LVRS) might otherwise remain 
inpatients in the hospital (and have a 
longer length of stay than they might 
otherwise have without the Spiration® 
IBV®) or might even require additional 
invasive surgeries to resolve the air leak. 
We also noted that use of the Spiration® 
IBV® may lead to more rapid beneficial 
resolution of prolonged air leaks and 
reduce recovery time following the three 
lung surgeries mentioned above. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43823), we 
indicated that we remained interested in 
seeing whether the clinical evidence 
continues to find it to be effective. This 
approval was on the basis of using the 
Spiration® IBV® consistent with the 
FDA approval (HDE). Accordingly, we 
emphasized the need for appropriate 
patient selection. Therefore, we limited 
the add-on payment to cases involving 
prolonged air leaks following 
lobectomy, segmentectomy, and LVRS 
in MS–DRGs 163, 164, and 165. In the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 43823), we stated that cases 
involving the Spiration® IBV® that are 
eligible for the new technology add-on 
payment are identified by assignment to 
MS–DRGs 163, 164, and 165 with 
procedure code 33.71 or 33.73 in 
combination with one of the following 
procedure codes: 32.22, 32.30, 32.39, 
32.41, or 32.49. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule, we stated that the 
average cost of the Spiration® IBV® is 
reported as $2,750. Based on data from 
the FY 2010 application, the average 
amount of valves per case is 2.5. 
Therefore, the total maximum cost for 
the Spiration® IBV® was expected to be 
$6,875 per case ($2,750 × 2.5). Under 
§ 412.88(a)(2) of our regulations, new 
technology add-on payments are limited 
to the lesser of 50 percent of the average 
cost of the device or 50 percent of the 
costs in excess of the MS–DRG payment 
for the case. As a result, we finalized a 
maximum add-on payment for a case 
involving the Spiration® IBV® as 
$3,437.50. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we did not propose any 
changes to the new technology add-on 
payments for the Spiration® IBV®. We 
did not receive any public comments on 
whether to continue or discontinue the 
new technology add-on payment for the 
Spiration® IBV® for FY 2011. Therefore, 
for FY 2011, we are continuing new 
technology add-on payments for cases 
involving the Spiration® IBV® in FY 
2011, with a maximum add-on payment 
of $3,437.50. However, we did receive 
one public comment on the MS–DRGs 
and codes used to identify which cases 
involving the Spiration® IBV® are 
eligible for the new technology add-on 
payment. 

Comment: One commenter, the 
manufacturer, explained that the coding 
requirements described above that 
identify cases of the Spiration® IBV® for 
new technology add-on payments do 
not account for all cases where a 
hospital may be using the device to treat 
patients with prolonged air leaks 
following lobectomy, segmentectomy, 
and LVRS consistent with the product’s 
HDE approval. These cases occur when 
the hospital inserting the Spiration® 
IBV® did not perform the initial 
lobectomy, segmentectomy, or LVRS 
surgery; instead, the hospital inserting 
the device received the beneficiary as a 
transfer case. The commenter explained 
that there are instances when a hospital 
performs the initial surgery and then 
determines that treatment of the patient 
with the IBV® valve is appropriate but 
the hospital has not been approved to 
perform the IBV® valve insertion 
procedure under the HDE regulations. 
Therefore, the hospital must transfer the 
patient to an approved facility for 
treatment with the IBV® valve. If it were 
possible to consider this situation as one 
case, the commenter believed that, 
between the two hospitals, the new 
technology payment criteria as specified 
for FY 2010 (identified by assignment to 
MS–DRGs 163, 164, and 165 with 
procedure code 33.71 or 33.73 in 
combination with one of the following 
procedure codes: 32.22, 32.30, 32.39, 
32.41, or 32.49) would be met. However, 
because insertion of the IBV® valve is 
limited to approved facilities, the 
commenter believed that that the 
hospital receiving such a patient for 
treatment for prolonged air leak 
following lobectomy, segmentectomy, 
and LVRS likely reports the case under 
ICD–9–CM diagnosis code 512.1 
(Iatrogenic pneumothorax) as the 
principal diagnosis in the absence of a 
more specific code for prolonged air 
leak and because the second hospital 
did not perform the initial lobectomy, 
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segmentectomy, or LVRS surgery. Such 
cases would be assigned to MS–DRGs 
199, 200, or 201 (Pneumothorax with 
MCC, with CC, or with CC or MCC, 
respectively) based on the principal 
ICD–9–CM diagnosis code of 512.1 and 
are therefore ineligible for the new 
technology add-on payment based on 
the specifications finalized in FY 2010. 
In this situation, because the 
transferring hospital that performed the 
initial surgery did not insert the IBV® 
valve, it would also be ineligible for the 
new technology add-on payment. The 
commenter recommended that CMS 
allow an add-on payment in such cases 
by linking transfer hospitalizations 
cases that had an IBV® valve inserted at 
the receiving hospital to a previous 
claim in the patient’s history to ensure 
that the patient had previously 
undergone a lobectomy, segmentectomy, 
or LVRS as reported by one of the 
following procedure codes: 32.22, 32.30, 
32.39, 32.41 or 32.49. This would 
ensure that the Spiration® IBV® is being 
used consistent with its FDA approved 
indication for the treatment of 
prolonged air leaks following 
lobectomy, segmentectomy, or LVRS. 

Response: We thank the commenter 
for the comments. We agree with the 
manufacturer that it is appropriate that 
all cases in which the Spiration® IBV® 
Valve is inserted consistent with its 
HDE approval be eligible for the 
approved new technology add-on 
payment. For this reason, we are 
expanding the new technology add-on 
payment for the Spiration® IBV® Valve 
to cases that map to MS–DRGs 199, 200, 
and 201 with an assigned principal 
diagnosis code of 512.1. In accordance 
with the FDA HDE approval, only 
approved hospital centers with an 
Internal Review Board (IRB) may 
implant the device. According to the 
manufacturer, all sites must be 
approved before the device will be 
shipped for use. The approval process 
includes an evaluation of the facility, 
training of physicians, an institutional 
compliance agreement, IRB process and 
documentation, and a purchasing 
agreement. The IRB ensures that the 
patient had a lobectomy, 
segmentectomy, or LVRS and had a 
prolonged air leak and then approves 
the device to be implanted in the 
patient. Therefore, due to the strict 
requirements associated with the HDE 
approval of this technology, even if a 
patient was transferred to a hospital for 
device implantation and the lobectomy, 
segmentectomy, or LVRS was not 
performed at that hospital (and, 
therefore, the surgery is not billed on 
the same claim as the implantation of 

the device), we believe our concerns 
regarding patient selection are 
addressed and that the hospital 
implanting the device is doing so to 
treat prolonged post-surgical air leaks. 
The manufacturer asserted that, in this 
transfer situation, the beneficiary’s case 
would typically be assigned to diagnosis 
code 512.1, which maps to MS–DRGs 
199, 200, and 201. For this reason, we 
are expanding the new technology add- 
on payment for the Spiration® IBV® 
Valve to cases that map to these MS– 
DRGs. 

We performed an analysis to 
determine if the technology would still 
meet the cost criteria by adding these 
additional MS–DRGs to the applicant’s 
cost analysis in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43820). The cases that map to MS–DRGs 
199, 200, and 201 are small in number 
and, therefore, have a minimal effect on 
the case-weighted average standardized 
per case and the case-weighted 
threshold published in the FY 2010/RY 
2010 LTCH PPS final rule. Therefore, 
the Spiration® IBV® would still meet 
the cost criteria with the inclusion of 
these additional MS–DRGs. 

For FY 2011, in addition to making 
new technology add-on payments for 
cases of the Spiration® IBV® that map 
to MS–DRGs 163, 164, and 165 (with 
procedure code 33.71 or 33.73 in 
combination with one of the following 
procedure codes: 32.22, 32.30, 32.39, 
32.41, or 32.49), we will make the new 
technology add-on payment for cases of 
the Spiration® IBV® that map to MS– 
DRGs 199, 200, and 201 with the 
presence of a diagnosis code of 512.1 in 
combination with procedure code 33.71 
and 33.73. This determination will 
ensure that the hospital implanting the 
device receives the new technology add- 
on payment. We note that, in these 
cases, the transferring hospital 
performing the surgery will be subject to 
the transfer policy and would not 
receive the new technology add-on 
payment because it did not implant the 
device. 

b. CardioWestTM Temporary Total 
Artificial Heart System (CardioWestTM 
TAH-t) 

SynCardia Systems, Inc. submitted an 
application for approval of the 
CardioWestTM temporary Total Artificial 
Heart system (TAH-t) in FY 2009. The 
TAH-t is a technology that is used as a 
bridge to heart transplant device for 
heart transplant-eligible patients with 
end-stage biventricular failure. The 
TAH-t pumps up to 9.5 liters of blood 
per minute. This high level of perfusion 
helps improve hemodynamic function 

in patients, thus making them better 
heart transplant candidates. 

The TAH-t was approved by the FDA 
on October 15, 2004, for use as a bridge 
to transplant device in cardiac 
transplant-eligible candidates at risk of 
imminent death from biventricular 
failure. The TAH-t is intended to be 
used in hospital inpatients. One of the 
FDA’s post-approval requirements is 
that the manufacturer agrees to provide 
a post-approval study demonstrating 
that success of the device at one center 
can be reproduced at other centers. The 
study was to include at least 50 patients 
who would be followed up to 1 year, 
including (but not limited to) the 
following endpoints: survival to 
transplant; adverse events; and device 
malfunction. 

In the past, Medicare did not cover 
artificial heart devices, including the 
TAH-t. However, on May 1, 2008, CMS 
issued a final national coverage 
determination (NCD) expanding 
Medicare coverage of artificial hearts 
when they are implanted as part of a 
study that is approved by the FDA and 
is determined by CMS to meet CMS’ 
Coverage with Evidence Development 
(CED) clinical research criteria. (The 
final NCD is available on the CMS Web 
site at: http://www.cms.hhs.gov/mcd/ 
viewdecisionmemo.asp?id=211.) 

We indicated in the FY 2009 IPPS/RY 
2009 LTCH PPS final rule (73 FR 48555) 
that, because Medicare’s previous 
coverage policy with respect to this 
device had precluded payment from 
Medicare, we did not expect the costs 
associated with this technology to be 
currently reflected in the data used to 
determine the relative weights of MS– 
DRGs. As we have indicated in the past, 
and as we discussed in the FY 2009 
IPPS/RY 2009 LTCH PPS final rule, 
although we generally believe that the 
newness period would begin on the date 
that FDA approval was granted, in cases 
where the applicant can demonstrate a 
documented delay in market availability 
subsequent to FDA approval, we would 
consider delaying the start of the 
newness period. This technology’s 
situation represented such a case. We 
also noted that section 
1886(d)(5)(K)(ii)(II) of the Act requires 
that we provide for the collection of cost 
data for a new medical service or 
technology for a period of at least 2 
years and no more than 3 years 
‘‘beginning on the date on which an 
inpatient hospital code is issued with 
respect to the service or technology.’’ 
Furthermore, the statute specifies that 
the term ‘‘inpatient hospital code’’ 
means any code that is used with 
respect to inpatient hospital services for 
which payment may be made under the 
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IPPS and includes ICD–9–CM codes and 
any subsequent revisions. Although the 
TAH-t has been described by the ICD– 
9–CM code(s) since the time of its FDA 
approval, because the TAH-t had not 
been covered under the Medicare 
program (and, therefore, no Medicare 
payment had been made for this 
technology), this code could not be 
‘‘used with respect to inpatient hospital 
services for which payment’’ is made 
under the IPPS, and thus we assumed 
that none of the costs associated with 
this technology would be reflected in 
the Medicare claims data used to 
recalibrate the MS–DRG relative weights 
for FY 2009. For this reason, as 
discussed in the FY 2009 IPPS/RY 2009 
LTCH PPS final rule, despite the FDA 
approval date of the technology, we 
determined that TAH-t would still be 
eligible to be considered ‘‘new’’ for 
purposes of the new technology add-on 
payment because the TAH-t met the 
newness criterion on the date that 
Medicare coverage began, consistent 
with issuance of the final NCD, effective 
on May 1, 2008. 

After evaluation of the newness, costs, 
and substantial clinical improvement 
criteria for new technology add-on 
payments for the TAH-t and 
consideration of the public comments 
we received in response to the FY 2009 
IPPS/RY 2009 LTCH PPS proposed rule, 
we approved the TAH-t for new 
technology add-on payments for FY 
2009 (73 FR 48557). We indicated that 
we believed the TAH-t offered a new 
treatment option that previously did not 
exist for patients with end-stage 
biventricular failure. However, we 
indicated that we recognized that 
Medicare coverage of the TAH-t is 
limited to approved clinical trial 
settings. The new technology add-on 
payment status does not negate the 
restrictions under the NCD nor does it 
obviate the need for continued 
monitoring of clinical evidence for the 
TAH-t. We remain interested in seeing 
whether the clinical evidence 
demonstrates that the TAH-t continues 
to be effective. If evidence is found that 
the TAH-t may no longer offer a 
substantial clinical improvement, we 
reserve the right to discontinue new 
technology add-on payments, even 
within the 2- to 3-year period that the 
device may still be considered to be 
new. We also continued to make new 
technology add-on payments for the 
TAH-t in FY 2010. We welcome public 
comment regarding whether there is 
new evidence that demonstrates that the 
TAH–T continues to be effective and 
whether it should still be considered to 

be a substantial clinical improvement 
for FY 2011. 

The new technology add-on payment 
for the TAH-t for FY 2010 is triggered 
by the presence of ICD–9–CM procedure 
code 37.52 (Implantation of total heart 
replacement system), condition code 30, 
and the diagnosis code reflecting 
clinical trial—V70.7 (Examination of 
participant in clinical trial). For FY 
2010, we finalized a maximum add-on 
payment of $53,000 (that is, 50 percent 
of the estimated operating costs of the 
device of $106,000) for cases that 
involve this technology. 

Our practice has been to begin and 
end new technology add-on payments 
on the basis of a fiscal year. In general, 
we extend add-on payments for an 
additional year only if the 3-year 
anniversary date of the product’s entry 
on the market occurs in the latter half 
of the fiscal year (70 FR 47362). The 
TAH-t is still eligible to be considered 
‘‘new’’ for purposes of the new 
technology add-on payment because the 
3-year anniversary date of the TAH-t 
entry on the market was in the second 
half of the fiscal year and the TAH-t met 
the newness criterion on the date that 
Medicare coverage began, consistent 
with issuance of the final NCD, effective 
on May 1, 2008. Therefore, for FY 2011, 
we proposed to continue new 
technology add-on payments for cases 
involving the TAH-t in FY 2011 with a 
maximum add-on payment of $53,000. 

Comment: Commenters supported our 
proposal to continue add-on payments 
for the TAH-t. The commenters believed 
that the TAH-t continues to represent a 
substantial clinical improvement for 
patients with biventricular heart failure 
in need of a heart transplant. One 
commenter, the manufacturer of the 
TAH-t, stated that the TAH-t continues 
to be the only biventricular replacement 
device that is available for patients, 
Medicare or otherwise, with 
biventricular failure. The commenter 
noted that the device is indicated for 
use as a ‘‘bridge to transplant’’ in cardiac 
transplant-eligible patients who are at 
risk of imminent death. The commenter 
stated that the device is approved by the 
FDA ‘‘* * * for use in-hospital, and, 
under a currently approved 
investigational device exemption (‘‘IDE’’) 
clinical study out of hospital as well.’’ 
The commenter stated that the TAH-t 
has been implanted in over 865 patients 
worldwide and that between January 1, 
2009 and June 11, 2010, there were 15 
TAH-t implants in the United States. Of 
these 15 patients, 10 were continuing on 
support, 4 received heart transplants, 
and 1 expired; the commenter stated 
that without the device, it is likely that 
all of the patients would have expired. 

The commenter asserted that it recently 
began to employ the use of a ‘‘* * * 
smaller, portable driver, known as the 
‘‘Freedom Driver’’ as part of the 
TAH-t system.’’ The commenter noted 
that the Freedom Driver allows 
increased patient mobility so that 
patients may leave the hospital while 
waiting for a donor heart and that the 
Freedom Driver further demonstrated 
that the TAH-t was a substantial clinical 
improvement. The commenter asserted 
that the new driver increased the 
operating cost of the device from 
$106,000 to $124,700 and requested that 
the new technology add-on payment be 
increased from $53,000 to $62,350, 
accordingly. 

Response: We agree with the 
commenters that, for patients with 
biventricular heart failure, the TAH-t 
continues to represent a substantial 
clinical improvement. With respect to 
the manufacturer’s request for an 
increase in the new technology add-on 
payment amount for FY 2011, we note 
that the version of the TAH-t that 
contains the Freedom Driver is not 
currently approved to be marketed by 
the FDA. Rather, the device is being 
studied in a clinical trial under an IDE. 
The IDE allows the investigational 
device to be used in a clinical study in 
order to collect safety and effectiveness 
data to support a Premarket Approval 
(PMA) application or a Premarket 
Notification [510(k)] submission to FDA. 
An approved IDE permits a device to be 
shipped lawfully for the purpose of 
conducting investigations of the device 
without complying with other 
requirements of the Federal Food, Drug, 
and Cosmetic Act that would apply to 
devices in commercial distribution. For 
example, sponsors are not required to 
have an approved PMA application or 
cleared Premarket Notification 510(k), 
register their establishment, or list the 
device while the device is under 
investigation. Sponsors of IDEs are also 
exempt from the Quality System (QS) 
Regulation except for the requirements 
for design control, if applicable (unless 
the sponsor states an intention to 
comply with these requirements). An 
IDE does not constitute FDA approval to 
market the device. Once the clinical 
trial conducted under an IDE has been 
completed, the device may receive FDA 
approval or clearance to be legally 
marketed. If the modified TAH-t device 
using the Freedom Driver does receive 
FDA approval, we would require that a 
new technology application be formally 
submitted for review for new technology 
add-on payments for the TAH-t device 
using the Freedom Driver at that time. 
Because we have not received such an 
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application and because the modified 
device is not yet approved by the FDA, 
we are unable to increase the new 
technology add-on payments for TAH– 
T for FY 2011. We would encourage the 
manufacturer to submit a new 
technology add-on payment application 
if and when it expects to receive FDA 
approval for the modified TAH-t with 
the Freedom Driver. 

Therefore, as we proposed, we are 
continuing new technology add-on 
payments for cases involving the TAH- 
t in FY 2011 with a maximum add-on 
payment of $53,000. 

4. FY 2011 Applications for New 
Technology Add-On Payments 

We received five applications to be 
considered for new technology add-on 
payment for FY 2011. However, two 
applicants withdrew their applications: 
Nycomed Austria GmbH, which 
submitted an application for new 
technology add-on payments for FY 
2011 for TachoSil®; and Zimmer, which 
submitted an application for new 
technology add-on payments for FY 
2011 for the Dynesys Dynamic 
Stabilization System. Nycomed Austria 
GmbH withdrew its application from 
further review in January 2010, and 
Zimmer withdrew its application in 
February 2010. Because both 
applications were withdrawn prior to 
the town hall meeting and publication 
of the FY 2011 IPPS/LTCH PPS 
proposed rule, we are not discussing 
these two applications in this final rule. 

A discussion of the remaining three 
applications is presented below. At the 
time the proposed rule was developed, 
one of the technologies had not yet 
received FDA approval. Since that time, 
that technology, the LipiScanTM IVUS, 
has received FDA approval. 

a. Auto Laser Interstitial Thermal 
Therapy (AutoLITTTM) System 

Monteris Medical submitted an 
application for new technology add-on 
payments for FY 2011 for the 
AutoLITTTM. We note that the applicant 
submitted an application for new 
technology add-on payments for FY 
2010 but withdrew its application prior 
to the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule. AutoLITTTM is a minimally 
invasive, MRI-guided laser tipped 
catheter designed to destroy malignant 
brain tumors with interstitial thermal 
energy causing immediate coagulation 
and necrosis of diseased tissue. The 
technology can be identified by ICD–9– 
CM procedure codes 17.61 (Laser 
interstitial thermal therapy [LITT] of 
lesion or tissue of brain under 
guidance), and 17.62 (Laser interstitial 
thermal therapy [LITT] of lesion or 

tissue of head and neck under 
guidance), which became effective on 
October 1, 2009. 

The applicant asserts that the 
AutoLITTTM delivers laser energy to the 
lesion with a proprietary 3mm diameter 
probe that directs the energy radially 
(that is, at right angle to the axis of the 
probe, or side-firing) toward the targeted 
tumor tissue in a narrow beam profile 
and at the same time, a proprietary 
probe cooling system removes heat from 
tissue not directly in the path of the 
laser beam, ostensibly protecting it from 
thermal damage and enabling the 
physician to selectively ablate only 
targeted tissue. The AutoLITTTM 
received a 510K FDA clearance in May 
2009. The AutoLITTTM is indicated for 
use to necrotize or coagulate soft tissue 
through interstitial irradiation or 
thermal therapy in medicine and 
surgery in the discipline of 
neurosurgery with 1064 nm lasers. The 
AutoLITTTM may be used in patients 
with glioblastoma multiforme brain 
(GBM) tumors. The applicant stated in 
its application and through 
supplemental information that, due to 
required updates, the technology was 
actually introduced to the market in 
December 2009. The applicant 
explained that it was necessary to 
reduce the thermal damage lines from 
three to one and complete International 
Electrotechnical Commission/ 
Underwriter Laboratory testing, which 
led to the introduction of the technology 
to the market in December 2009, 
although the technology was approved 
by FDA in May 2009. The applicant also 
stated through supplementary 
information to its application that the 
first sale of the product took place on 
March 19, 2010. However, because the 
product was already available for use in 
December 2009, it appears that the 
newness date would begin in December 
2009. In the FY 2011 IPPS/LTCH PPS 
proposed rule, we welcomed public 
comments on this issue. 

With regard to the newness criterion, 
in the FY 2011 IPPS/LTCH PPS 
proposed rule, we expressed concern 
that the AutoLITTTM may be 
substantially similar to the device that 
it listed as its predicate device in its 
application to the FDA for approval. 
Specifically, in making a determination 
of substantial similarity, we consider 
the following: (1) Whether a product 
uses the same or similar mechanism of 
action to achieve a therapeutic action; 
(2) whether a product is assigned to the 
same or different MS–DRG; and (3) 
whether the new use of a technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population. The 

applicant identified Visual-ase as its 
predicate device (which was approved 
by the FDA in 2006), which is also used 
to treat tumors of the head and neck. 
The applicant maintains that 
AutoLITTTM can be distinguished from 
the Visual-ase by its mechanism of 
action (that is, side-firing laser versus 
elliptical firing). Additionally, as 
mentioned above, the technology 
contains a proprietary probe cooling 
system that removes heat from tissue 
not directly in the path of the laser 
beam. In the FY 2011 IPPS/LTCH PPS 
proposed rule, we welcomed comments 
from the public regarding whether or 
not the AutoLITTTM is substantially 
similar to the Visual-ase and if it meets 
the newness criteria. 

Comment: One commenter described 
the components of the AutoLITTTM that 
should qualify the AutoLITTTM as 
‘‘new’’. Specifically, the commenter 
noted that the probe uses side-firing and 
has a gas-cooled tip. The commenter 
noted that probe drive is an MRI- 
compatible steering device and the 
software for the device provides thermal 
dose reporting in real time. In addition, 
the commenter explained that the 
software is designed to provide real time 
feedback to the surgeon and also to 
provide a discrete line of thermal dosage 
at the expanding boundary or isotherm. 
The commenter further explained that 
this isotherm is used by the surgeon to 
control treatment in comparison to the 
delineated pre-defined treatment or 
tumor boundary and also provides this 
information in a volume (that includes 
treatment and two axial planes) so that 
the surgeon can monitor and plan, in 
real time, the next heating cycle to 
complete the treatment regimen. 

Response: We thank the commenter 
for the additional information on the 
AutoLITTTM. After reviewing all of the 
information provided by the applicant 
and the public, we believe that the 
AutoLITTTM uses a different mechanism 
of action when compared to the Visual- 
ase. We agree with the applicant that the 
AutoLITTTM can be distinguished from 
the Visual-ase by its side-firing laser 
versus elliptical-firing. In addition, the 
AutoLITTTM contains a proprietary 
probe cooling system that removes heat 
from tissue not directly in the path of 
the laser beam, while the Visual-ase 
does not contain this cooling system. 
Therefore, we do not believe the 
AutoLITTTM is substantially similar to 
the Visual-ase. Because the AutoLITTTM 
was available on the market beginning 
with December 2009 (and is not 
substantially similar to its predicate 
device), the technology is still within 
the 2 to 3 year newness period. 
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4 RTI International, A Study of Charge 
Compression in Calculating DRG Relative Weights, 
RTI Project No. 0207964.012.008; January 2007. 

In an effort to demonstrate that 
AutoLITTTM meets the cost criterion, 
the applicant used 2007 Medicare data 
from the Healthcare Cost and Utilization 
Project (HCUP). We first note that the 
applicant believes that cases eligible for 
the AutoLITTTM will map to MS–DRG 
25 (Craniotomy and Endovascular 
Intracranial Procedures with MCC), MS– 
DRG 26 (Craniotomy and Endovascular 
Intracranial Procedures with CC), and 
MS–DRG 27 (Craniotomy and 
Endovascular Intracranial Procedures 
without CC or MCC). The applicant 
explained through supplemental 
information to its application that most 
cases of the AutoLITTTM would map to 
MS–DRG 25 in the near-term. As the 
technology becomes more widely 
available, the applicant asserted that 
clinicians will use the technology 
instead of performing a craniotomy for 
brain cancer. Additionally, the 
applicant asserted that clinicians will 
expand their use of the technology 
beyond GBM to other different types of 
brain cancers, including metastases, 
which would map to other MS–DRGs 
aside from MS–DRG 25. The applicant 
further stated that life expectancy with 
brain cancer is predicated on the 
removal of as much of the cancer as 
possible and asserted that over time the 
AutoLITTTM will do a better job of 
removing the majority of the cancer that 
is present within the brain tissue 
compared to other procedures. The 
applicant believes that physicians using 
the AutoLITTTM have a better tool to 
remove more cancer, necrotize it more 
precisely, and access parts of the brain 
that surgical resection cannot access. 
Lastly, the applicant believes that the 
minimally invasive nature of the 
procedure will also result in broader 
usage to other less complicated 
procedures (as clinical and patient 
awareness expands). 

The applicant searched HCUP 
hospital data for cases potentially 
eligible for the AutoLITTTM that was 
assigned one of the following ICD–9– 
CM primary diagnosis codes: A 
diagnosis code that begins with a prefix 
of 191 (Malignant neoplasm of brain); 
diagnosis code 225.0 (Benign neoplasm 
of brain and other parts of nervous 
system); or diagnosis code 239.6 
(Neoplasm of the brain of unspecified 
nature). The applicant found 41,021 
cases and weighted the standardized 
charge per case based on the number of 
cases found within each of the diagnosis 
codes listed above rather than the 
percentage of cases that would group to 
different MS–DRGs. Based on this 
analysis, the applicant calculated an 
average standardized charge per case of 

$57,511. While the applicant’s analysis 
established a case-weighted average 
charge per case in the aggregate, it did 
not provide a case-weighted average 
standardized charge per case by MS– 
DRG (as required by the application). 

The applicant also noted that their 
estimate of the case-weighted average 
standardized charge per case of $57,511 
did not include charges related to the 
AutoLITTTM. Therefore, it is necessary 
to add the charges related to the device 
to the case-weighted average 
standardized charge per case in 
evaluating the cost threshold criterion. 
Although the applicant submitted data 
related to the estimated cost of the 
AutoLITTTM per case, the applicant 
stated that the cost of the device was 
proprietary information. Based on a 
study of charge compression data by 
RTI 4 and charge master data from 
Stanford University and University of 
California, San Francisco, the applicant 
estimates $38,886 in charges related to 
the AutoLITTTM (we note that some of 
the data used a markup of 294 percent 
of the costs). Adding the estimated 
charges related to the device to the 
average standardized charge per case 
resulted in a total average standardized 
charge per case of $96,397 ($57,511 plus 
$38,886). We note, in the applicant’s 
discussion of substantial clinical 
improvement below, the applicant 
maintains that improved clinical 
outcomes using nonfocused LITT 
included reduced recovery time and a 
reduced rate of complications. 
Therefore, in the FY 2011 IPPS/LTCH 
PPS proposed rule, we sought public 
comment on how reduced recovery time 
and a reduced rate of complications 
would affect the total case-weighted 
average standardized charge per case 
and the average length of stay (for cases 
eligible for the AutoLITTTM). 

Comment: The applicant submitted 
supplemental information and noted 
that, compared to a craniotomy, surgery 
involving the AutoLITTTM requires an 
MRI and/or interventional MRI. The 
commenter indicated that the addition 
of the MRI requires additional 
resources, namely a MRI technician, at 
a minimum, and a radiologist, as 
needed, to review images. In total, these 
additions would increase the level of 
resources a hospital would use to treat 
these patients, both in terms of direct 
costs (for example, labor, contracted 
physician resources, etc.), and fixed and 
indirect costs (for example, MRI, use of 
radiology office space, etc.) The 
commenter further added that overall 

additional time for the procedure (also 
a cost) is currently required to conduct 
an AutoLITTTM case compared to the 
standard of care (that is, craniotomy as 
asserted by the applicant). The 
commenter reported that during the 
clinical trials, cases of AutoLITTTM 
ranged from 10 to 12 hours (including 
OR, MRI, and Anesthesia time as 
opposed to 4 to 6 hours for a 
craniotomy). As efficiencies are gained 
in the hospitals working with the 
technology, the applicant predicts that 
this time will be reduced to 7 hours 
within the next year or so. In addition, 
the commenter believed that the 
updated HCUP analysis, which we 
discuss below, supports a standardized 
charge of $96,947. This supplemental 
data correlate to 2010 pricing 
information that the applicant received 
from two institutions demonstrating an 
approximate charge (not standardized) 
of $103,000 per case. 

Response: We thank the commenter 
for providing this information. We 
considered this information in our 
decision (indicated below) on whether 
the AutoLITTTM meets the cost 
criterion. 

As noted above, the applicant’s 
analysis established a case-weighted 
average charge per case in the aggregate, 
but it did not provide a case-weighted 
average standardized charge per case by 
MS–DRG. However, the applicant 
explained through supplemental 
information to its application that the 
total average standardized charge per 
case significantly exceeds the cost 
threshold established by CMS for FY 
2011 in Table 10 (74 FR 44173) of 
$84,185 for MS–DRG 25. As noted 
above, due to section 3401(a) of the 
Affordable Care Act which adjusted the 
FY 2010 applicable percentage increase 
(thus requiring CMS to revise the FY 
2010 standardized amounts), for this 
final rule, we used the revised FY 2011 
thresholds as published in the FY 2010 
IPPS/RY 2010 LTCH PPS notice issued 
in the Federal Register on June 2, 2010 
(75 FR 31213) to determine if the 
AutoLITTTM met the cost criterion. 
Therefore, using the revised FY 2011 
thresholds, the total average 
standardized charge per case would also 
exceed the cost thresholds established 
by CMS of $58,591 for MS–DRG 26 and 
$47,033 for MS–DRG 27. Because the 
total average standardized charge per 
case exceeds the threshold amount for 
each individual MS–DRG to which the 
technology would map (MS–DRGs 25, 
26, and 27), the applicant maintains that 
the AutoLITTTM would meet the cost 
criterion. In the FY 2011 IPPS/LTCH 
PPS proposed rule, we invited public 
comment on whether or not the 
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AutoLITTTM meets the cost criterion for 
a new technology add-on payment for 
FY 2011. 

Comment: In supplemental 
information provided to CMS, the 
applicant noted that, after further 
reviewing its cost analysis from the 
HCUP hospital data that was presented 
in the FY 2011 IPPS/LTCH PPS 
proposed rule, the applicant discovered 
that it inadvertently used discharges 
from all hospitals, including non- 
Medicare data, instead of only using 
Medicare data. Therefore, the applicant 
updated its analysis from the proposed 
rule and filtered the claims data in the 
HCUP database for Medicare claims 
with the same primary diagnosis codes 
listed above. Instead of the FY 2007 
MedPAR database, the applicant used 
the most recent updated MedPAR 
database on the HCUP Web site, which 
was the FY 2008 MedPAR file. The 
applicant found a total of 12,816 cases 
with an average standardized charge of 
$58,061. Similar to above, adding the 
estimated charges related to the device 
to the average standardized charge per 
case resulted in a total average 
standardized charge per case of $96,947 
($58,061 plus $38,886). As noted above, 
the analysis from the HCUP database 
established a case-weighted average 
charge per case in the aggregate, but it 
did not provide a case-weighted average 
standardized charge per case by MS– 
DRG. Similar to above, the applicant 
maintains that the total average 
standardized charge per case 
significantly exceeds the revised cost 
thresholds established by CMS for FY 
2011 in Table 10 (75 FR 31213) of 
$84,164 for MS–DRG 25. Additionally, 
the applicant maintains that the total 
average standardized charge per case 
would also exceed the cost thresholds 
established by CMS of $58,591 for MS– 
DRG 26 and $47,033 for MS–DRG 27. 

Response: Even with the applicant’s 
revised HCUP analysis, the applicant 
still did not establish a case-weighted 
average standardized charge per case by 
MS–DRG as required by 42 CFR 
412.87(b)(3). To determine whether the 
applicant met the cost criterion, we 
performed an analysis of MedPAR data. 
We searched the FY 2009 MedPAR file 
for cases with a primary diagnosis that 
begins with a prefix of 191; diagnosis 
code 225.0; or diagnosis code 239.6. We 
found 1,711 cases (or 34.2 percent of all 
cases) in MS–DRG 25, 1,587 cases (or 
31.7 percent of all cases) in MS–DRG 26, 
and 1,702 cases (or 34 percent of all 
cases) in MS–DRG 27. The average 
standardized charge per case was 
$86,678 for MS–DRG 25, $63,089 for 
MS–DRG 26, and $47,033 for MS–DRG 

27, equating to a case-weighted average 
standardized charge per case of $65,685. 

The average standardized charge per 
case does not include charges related to 
the AutoLITTTM; therefore, it is 
necessary next to add the charges 
related to the device to the average 
standardized charge per case to evaluate 
whether the cost threshold criterion is 
met. As noted above, the applicant 
estimates $38,886 in charges related to 
the AutoLITTTM. Adding the estimated 
charges related to the device to the 
average standardized charge per case 
(based on the case distribution from the 
FY 2009 MedPAR claims data analysis) 
resulted in a case-weighted average 
standardized charge per case of 
$104,571 ($65,685 plus $38,886). 

Although we have established a case- 
weighted average standardized charge 
per case, the case-weighted average 
standardized charge per case above does 
not take into consideration reduced 
recovery time and a reduced rate of 
complications that would affect the total 
case-weighted average standardized 
charge per case and the average length 
of stay. Both would decrease the costs 
associated with the AutoLITT device. 
Therefore, we made the following 
calculations, taking into consideration 
our concerns as stated above, in order to 
determine if the AutoLITTTM meets the 
cost criteria. The average length of stay 
for cases we found in the FY 2009 
MedPAR file was 7.4 days. This results 
in an average charge per day of $8,824 
(the case-weighted average standardized 
charge of $65,685 divided by 7.4 days). 
However, we note that the first day of 
an inpatient hospitalization is typically 
more expensive than subsequent days in 
the stay. Nonetheless, absent specific 
charge per day data, we are equally 
dividing charges for purposes of 
evaluating the decreased costs 
associated with the reduced length of 
stay using AutoLITTTM. This should 
provide us with a lower charge estimate 
than what it otherwise would be if we 
had actual charge data. That is, if the 
device meets the cost criterion based on 
the lower estimate, it should meet it 
based on the actual data, which would 
be higher. Based on data from the 
applicant’s clinical trial, the average 
length of stay for cases with the 
AutoLITTTM was 3.8 days. Using the 
difference of 3.6 days (7.4 days minus 
3.8 days) from cases in the FY 2009 
MedPAR file to the applicant’s clinical 
trial, we determined it is necessary to 
deduct a total of $32,154 in charges (3.6 
times $8,824) from the case-weighted 
average standardized charge per case of 
$65,685, as determined above. This 
resulted in a reduced case-weighted 
average standardized charge per case of 

$33,531. We then added the estimated 
charges related to the device to the 
reduced average standardized charge 
per case and determined a revised case- 
weighted average standardized charge 
per case of $72,417 ($33,531 plus 
$38,886 (charges related to the 
AutoLITTTM); all calculations above 
were performed using unrounded 
numbers). 

Using the revised FY 2010 thresholds 
published in Table 10 (75 FR 31213), 
the case-weighted threshold for MS– 
DRGs 25, 26, and 27 was $63,408 (again, 
all calculations above were performed 
using unrounded numbers). Based on 
this analysis, the revised case-weighted 
average standardized charge per case for 
the applicable MS–DRGs exceed the 
case-weighted threshold amount. 
Additionally, we also conducted a 
sensitivity test with a majority of cases 
mapping to MS–DRG 25 (because the 
applicant maintained that most patients’ 
conditions would be an MCC and the 
case would map to this MS–DRG and 
because patients with GBM are more 
likely to be more severely ill than 
patients with other types of tumors) and 
the remaining cases mapping to MS– 
DRGs 26 and 27. With a majority of 
cases mapping to MS–DRG 25, we used 
a higher percentage of charges from MS– 
DRG 25 to determine the case-weighted 
threshold and the case-weighted average 
standardized charge per case, which 
would make it more difficult for the 
case-weighted average standardized 
charge per case to exceed the case- 
weighted threshold (because the 
threshold for MS–DRG 25 is the highest 
of MS–DRGs 25, 26, and 27). The 
sensitivity test demonstrated that even 
with a majority of cases mapping to 
MS–DRG 25, the case-weighted 
standardized charge per case would 
exceed the case-weighted threshold. 

After reviewing all of the data 
summarized above, we believe the 
applicant has provided a sufficient 
explanation for the additional charges 
associated with the AutoLITTTM, even 
with a reduced recovery time and a 
reduced rate of complications. 
Additionally, our analysis of the FY 
2009 MedPAR data demonstrates that 
the average standardized charge per case 
(for cases eligible for the AutoLITTTM) 
does exceed the case-weighted cost 
threshold (even with a majority of cases 
mapping to a MS–DRG). Furthermore, 
the applicant did provide charge data 
from two centers verifying the expected 
high charges associated with the cases 
of the AutoLITTTM. Therefore, we 
believe that the AutoLITTTM meets the 
cost criterion. 

With respect to the substantial 
clinical improvement criterion, the 
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5 Chang et al., J. Neurosurg., vol. 98, pp. 1175– 
1181, 2003. 

6 Sneed, PK et al. (1998). Survival benefit of 
hyperthermia in a prospective randomized trial of 
brachytherapy boost + hyperthermia for 
glioblastoma multiforme. International J. Radiation 
Oncology Biol. Phys.; 1998: 287–295. 

applicant maintains that it meets this 
criterion in its application. Specifically, 
the applicant stated that several non- 
AutoLITTTM clinical trials have 
demonstrated that nonfocused LITT 
(and more recently, the use of LITT plus 
MRI) improved survival, quality of life, 
and recovery in patients with advanced 
GBM tumors and advanced metastatic 
brain tumors that cannot be effectively 
treated with surgery, radiosurgery, 
radiation, chemotherapy, or any 
currently available clinical procedure. 
In a number of these patients, 
nonfocused LITT was the treatment of 
last resort, due to either the 
unresponsiveness to or inability of these 
therapies to treat the brain tumor (due 
to tumor location, type, or size, among 
other reasons). The applicant also 
maintains that when compared to 
craniotomy, it offers improved clinical 
outcomes using nonfocused LITT, 
including reduced recovery time and a 
reduced rate of complications (that is, 
infection, brain edema). The applicant 
stated that these factors, as discussed in 
the FY 2001 final rule (66 FR 46914 
through 46915) demonstrate that the 
AutoLITTTM meets the new technology 
criterion for substantial clinical 
improvement. 

The applicant further asserts that 
AutoLITTTM would represent a 
substantial clinical improvement over 
existing standards of care for a number 
of reasons and should build upon less 
sophisticated, nonfocused LITT 
therapies. These clinical improvements 
cited by the applicant include: a less 
invasive method of tumor ablation, 
potentially leading to lower 
complication rates post procedure 
(infection, edema); an ability to employ 
multiple interventions over shorter 
periods of time and an ability to be used 
as a treatment of last resort 
(radiosurgery is limited due to radiation 
dosing and craniotomy is limited to 1 to 
2 procedures); an ability to be used in 
hard-to-reach brain tumors (the 
AutoLITTTM may be used as a treatment 
of last resort); and a shorter recovery 
time (the possibility for same day 
surgery, which has been demonstrated 
above with nonfocused LITT). 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we stated that, while we 
recognize the future potential of this 
interesting therapy, we have concerns 
that, to date, the AutoLITTTM has been 
used for the treatment of only a few 
patients as part of a safety evaluation 
with no comparative efficacy data and, 
therefore, there may not be sufficient 
objective clinical evidence to determine 
if the AutoLITTTM meets the substantial 
clinical improvement criteria. The 
applicant did note in its presentation at 

the new technology town hall meeting 
that it is currently conducting a clinical 
trial with a summary report expected in 
the near future. In the FY 2011 IPPS/ 
LTCH PPS proposed rule, we welcomed 
additional clinical data to demonstrate 
whether the AutoLITTTM meets the 
substantial clinical improvement 
criterion and invited public comment 
on whether or not the AutoLITTTM 
meets the substantial clinical 
improvement criterion. 

Comment: A number of commenters 
who are physicians agreed with the 
applicant that the AutoLITTTM meets 
the substantial clinical improvement 
criterion. Two commenters (that 
conducted the clinical trial) described 
their experience with the AutoLITTTM 
in the clinical trial for use in patients 
with recurrent GBM who were 
demonstrated to be refractory to other 
treatment options. (We note that this 
clinical trial is also discussed below in 
a separate comment from the 
manufacturer). The commenters treated 
10 patients with the AutoLITTTM and 
noted the following: (1) A short recovery 
time that allowed patient discharges 
within 2 to 3 days, compared to 3 to 5 
days following a craniotomy; (2) 
patients were able to ambulate more 
quickly, typically within 3 to 4 hours, 
compared to craniotomy which often 
takes 6 or more hours of recovery time 
prior to becoming ambulatory (The 
commenters noted that this is important 
in the prevention of venous thrombosis, 
commonly seen in patients with GBM.); 
and (3) adverse events have been 
minimal and do not exceed those 
published for first or second 
craniotomies for glioblastomas.5 The 
commenters noted that, over time, 
adverse events are likely to decrease as 
clinical experience is gained with the 
AutoLITTTM and will likely be less than 
those experienced with craniotomy, due 
to the less invasive nature of the 
AutoLITTTM. 

Other commenters who have 
reviewed the most recent clinical data 
on the AutoLITTTM expressed their 
support for the clinical benefits of the 
AutoLITTTM. One commenter stated it 
foresees using the AutoLITTTM on deep 
seated primary tumors for which total 
resection would risk a major insult to 
the brain and/or its functional 
structures. The commenter further 
stated that use of the AutoLITTTM 
would minimize hospitalization, and 
possibly reduce complications, such as 
thromboembolic events, seen with other 
therapies. Another commenter added 
that there are many patients with 

metastases to the brain and more than 
10 percent of patients who receive 
Gamma Knife treatment for such brain 
metastases have recurrence of the 
metastasis at or near the original site. 
The commenter stated it would consider 
the AutoLITTTM as an alternative to 
Gamma Knife treatment in these cases 
because Gamma Knife treatment 
dramatically increases the risk of 
symptomatic radiation necrosis. All of 
these commenters stated that the 
AutoLITTTM offers additional quality of 
life in patients with GBM due to its 
reduced recovery time and its use as a 
less invasive alternative treatment to 
other available treatment options. 

Response: We appreciate these 
comments. Some commenters described 
their positive experiences using the 
AutoLITTTM which reduced recovery 
time for the patient. Other commenters 
noted that they would use the 
AutoLITTTM as an alternative to other 
available treatments because it is less 
invasive and provides an improved 
quality of life for the patient outside the 
hospital. We considered the comments 
above in our determination (indicated 
below) on whether the AutoLITTTM 
represents a substantial clinical 
improvement. 

Comment: The manufacturer 
submitted two public comments that 
addressed the substantial clinical 
improvement criterion. The first 
comment reiterated that options 
available to treat patients with brain 
tumors are limited in general, and these 
limitations are magnified by the fact that 
many patients are refractory to currently 
available options such as surgical 
resection via craniotomy and 
radiotherapy. The comment further 
stated that the literature on AutoLITTTM 
and LITT has demonstrated that the 
AutoLITTTM offers another clinically 
viable option to brain cancer patients, 
especially after other options have 
failed. 

Below we highlight some of the 
results of the clinical studies cited by 
the commenter: 

• Time to progression of disease and 
survival were longer for brachytherapy 
plus LITT compared to brachytherapy;6 

• Survival time using LITT/MRI 
therapy was substantially longer than 
the natural history of the disease and 
longer than using chemotherapy alone. 
After a short surgeon learning curve, the 
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7 Schwarzmaier, HJ et al. (2006). MR guided laser- 
induced interstitial thermotherapy of recurrent 
glioblastoma multiforme: Preliminary results in 16 
patients. Eur. J. Radiology; 59: 208–215. 

8 Paleologos, TS et al. (2000). Clinical Utility and 
Cost-Effectiveness of Interactive Image Guided 
Craniotomy: Clinical Comparison between 
Conventional and Image Guided Meningioma 
Surgery. Neurosurgery; 47: 40–48. 

9 Carpentier, A. et al. (2008). Real-Time Magnetic 
Resonance Guided Laser Thermal Therapy for Focal 
Metastatic Brain Tumors. Neurosurgery; 63: 
ONS21–ONS29. 

median survival time increase by up to 
a factor of 4× (p = 0.0267);7 

• Use of MRI guidance in brain 
surgery alone has demonstrated a 
statistically significant reduction in 
major complications versus surgery 
without MRI guidance (p = 0.019);8 and 

• The combination of LITT and MRI 
guidance for treating metastatic 
intracranial tumors has been evaluated 
for safety and feasibility 9 in a study of 
four patients that were refractory to 
other treatments. The patients 
demonstrated on follow up that in all 
cases the procedure was well tolerated 
without secondary effect and patients 
were discharged within 14 hours after 
the procedure. Upon a 90-day follow up, 
tumor volume demonstrated a gradual 
and steady decrease, with no recurrence 
within the thermal ablation zones. 

The commenter concluded that it 
carefully reviewed the available 
literature on LITT and believes that the 
AutoLITTTM has demonstrated the 
following positive clinical benefits for 
patients: a robust and clinical validated 
integrated platform of clinically useful 
technologies (LITT, MRI guidance, real 
time MR monitoring of thermal energy 
applications) that works within the 
existing clinical frameworks available at 
major medical centers; effective 
abilation of targeted tumor tissue; short 
length of stay; ability to ambulate early; 
and minimally lasting or late developing 
side effects. As a result, the commenter 
believes that the AutoLITTTM represents 
a new, clinically viable option for brain 
cancer patients and meets the 
substantial clinical improvement 
criteria. 

The other comment from the 
manufacturer discussed the applicant’s 
clinical trial. Some of these data were 
discussed above in the comments we 
received from physicians in support of 
the AutoLITTTM. The manufacturer 
provided more detail about the design of 
the clinical study. The manufacturer 
stated that it conducted a clinical trial 
of 10 patients with tumors in locations 
that either made access to the tumor 
without risk of complications difficult 
or made total gross resection of the 
entire mass impossible or impractical 
without significant risk. All patients 

treated in the study had first or second 
GBM tumors with poor prognosis. The 
Karnofsky Performance Scale used to 
measure functional and mental status 
was assessed pre- and post-treatment 
and remained the same or improved 
during the post treatment interval. 
Finally, as also mentioned in the 
comments from the physicians in 
support of the AutoLITTTM, all patients 
in the clinical study were discharged 
within 2 to 7 days with a mean of 3.8 
days, which compares favorably to a 
12-day average length of stay for cases 
that map to MS–DRG 25. 

Response: We thank the applicant and 
all of the commenters for providing 
additional clinical data to demonstrate 
that the AutoLITTTM meets the 
substantial clinical improvement 
criteria. With respect to substantial 
clinical improvement, we considered all 
of the case-specific clinical information 
presented by the applicant and the 
public to determine whether there is 
evidence to support a conclusion that 
use of the AutoLITTTM represents a 
substantial clinical improvement. 
Specifically, we focused our review on 
the peer-reviewed medical literature 
and the results of the clinical studies. 
We remain concerned that no 
prospective comparative data exist to 
help understand the benefit of the 
technology compared to other 
modalities. 

However, we agree that the 
AutoLITTTM can improve clinical 
outcomes by providing an alternative 
treatment for brain tumors that 
potentially has a lower risk of adverse 
events and is less invasive compared to 
craniotomy. Also, the comments we 
received from the physicians and the 
manufacturer noted that the 
AutoLITTTM provides a new treatment 
option in cases where no existing 
treatment was available due to the risk 
of complications or total gross resection 
of the entire mass made impossible or 
impractical without significant risk. 
Lastly, we received positive comments 
from physicians who indicated that the 
AutoLITTTM is a less invasive treatment 
than other alternative treatments such as 
craniotomy and produced positive 
clinical outcomes by reducing average 
length of stay, quicker ambulation, and 
a reduction of other adverse events that 
occur in cases of first or second 
craniotomies for glioblastomas. 
Although we continue to believe that 
limited, anecdotal reports from 
physicians using a new technology are 
insufficient to demonstrate substantial 
clinical improvement over existing 
technologies, such information, when 
considered together with peer-reviewed 
medical literature and results of clinical 

studies, can help to inform our decision. 
Therefore, after reviewing the totality of 
the evidence, we have determined that 
the AutoLITTTM meets the substantial 
clinical improvement criterion. 

Accordingly, after consideration of 
the clinical evidence received, we are 
approving the AutoLITTTM for new 
technology add-on payments in FY 
2011. Consistent with the applicant’s 
clinical trial, the add-on payment is 
intended only for use of the device in 
cases of Glioblastoma Multiforme. 
Therefore, we intend to limit the new 
technology add-on payment to cases 
involving the AutoLITTTM in MS–DRGs 
25, 26, and 27. Cases involving the 
AutoLITTTM that are eligible for the new 
technology add-on payment will be 
identified by assignment to MS–DRGs 
25, 26, and 27 with a procedure code of 
17.61 in combination with a primary 
diagnosis codes that begins with a prefix 
of 191. We note that using the procedure 
and diagnosis codes above and 
restricting the add-on payment to cases 
that map to MS–DRGs 25, 26, and 27 is 
consistent with information provided by 
the applicant, which demonstrated that 
cases of the AutoLITTTM would only 
map to MS–DRGs 25, 26, and 27. 
Procedure code 17.62 does not map to 
MS–DRGs 25, 26, or 27 under the 
GROUPER software and, therefore, is 
ineligible for new technology add-on 
payment. 

The average cost of the AutoLITTTM is 
reported as $10,600 per case. Under 
§ 412.88(a)(2) of the regulations, new 
technology add-on payments are limited 
to the lesser of 50 percent of the average 
cost of the device or 50 percent of the 
costs in excess of the MS–DRG payment 
for the case. As a result, the maximum 
add-on payment for a case involving the 
AutoLITTTM is $5,300. 

b. LipiScanTM Coronary Imaging System 
InfraReDx, Inc. submitted an 

application for new technology add-on 
payments for FY 2011 for the 
LipiScanTM Coronary Imaging System 
(LipiScanTM). We note that an 
application was also submitted for FY 
2010, but the application was denied on 
the grounds that it did not meet the 
substantial clinical improvement 
criterion at that time. The application 
for FY 2011 contains some additional 
clinical and charge data that were not 
available at the time that the FY 2010 
new technology add-on payment 
decisions were made. 

The LipiScanTM device is a diagnostic 
tool that uses Intravascular Near 
Infrared Spectroscopy (INIRS) during an 
invasive coronary catheterization to 
scan the artery wall in order to 
determine coronary plaque composition. 
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The purpose of the device is to identify 
lipid-rich areas in the artery because 
such areas have been shown to be more 
prone to rupture. The procedure does 
not require flushing or occlusion of the 
artery. INIRS identifies the chemical 
content of plaque by focusing near 
infrared light at the vessel wall and 
measuring reflected light at different 
wavelengths (that is, spectroscopy). The 
LipiScanTM system collects 
approximately 1,000 measurements per 
12.5 mm of pullback, with each 
measurement interrogating an area of 1 
to 2 mm2 of lumen surface 
perpendicular to the longitudinal axis of 
the catheter. When the catheter is in 
position, the physician activates the 
pullback and rotation device and the 
scan is initiated providing 360 degree 
images of the length of the artery. The 
rapid acquisition speed for the image 
freezes the motion of the heart and 

permits scanning of the inside of the 
arterial wall in less than 2 minutes. 
When the catheter pullback is 
completed, the console displays the 
scan results, which are referred to as a 
‘‘chemogram’’ image. The chemogram 
image requires reading by a trained user, 
but, according to the applicant, was 
designed to be simple to interpret. 

With regard to the newness criterion, 
the LipiScanTM received a 510K FDA 
clearance for a new indication on April 
25, 2008, and was available on the 
market immediately thereafter. On June 
23, 2006, InfraReDx, Inc. was granted a 
510K FDA clearance for the ‘‘InfraReDx 
Near Infrared (NIR) Imaging System.’’ 
Both devices are under the common 
name of ‘‘Near Infrared Imaging System’’ 
according to the 510K summary 
document from the FDA. However, the 
InfraReDx NIR Imaging System device 
that was approved by the FDA in 2006 
was approved ‘‘for the near infrared 

imaging of the coronary arteries,’’ 
whereas the LipiscanTM device cleared 
by the FDA in 2008 is for a modified 
indication. The modified indication 
specified that LipiscanTM is ‘‘intended 
for the near-infrared examination of 
coronary arteries * * *, the detection of 
lipid-core-containing plaques of interest 
* * * [and] for the assessment of 
coronary artery lipid core burden.’’ In 
the FY 2010 IPPS/RY 201 LTCH PPS 
proposed rule (74 FR 24132 through 
24134), we noted that we had concerns 
with whether LipiscanTM was 
substantially similar to its predicate 
device that was approved by the FDA in 
2006. However, those concerns were 
addressed by the manufacturer during 
the comment period. Specifically, the 
manufacturer stated that there were 
technical problems with the original 
device and that LipiScanTM had to be 
modified in the following ways: 

2006 NIRS device Marketed 2008 LipiScan 

Console ................................ No display of results of scan .......................................... Results displayed immediately. 
Catheter ............................... Saline-filled with microbubble problem obscuring many 

scans.
Air-filled with no microbubble problem. 

Algorithm .............................. No algorithmic processing of NIR signals—no means of 
certifying that lipid core plaque is present.

Algorithm validated in over 1,000 autopsy measure-
ments proving that NIRS can detect lipid core plaque, 
and providing diagnosis of lipid core plaque to the 
MD during the case. 

The problems with the LipiScanTM 
device that was approved in 2006 were 
addressed in the second device that was 
granted FDA approval in April 2008. 
The LipiScanTM device was not 
marketed until after its second FDA 
clearance. Therefore, we no longer 
needed to make a determination as to 
whether the newer device was 
substantially similar to the predicate 
device and we determined in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43815) that LipiscanTM would be 
considered to be ‘‘new’’ to the market as 
of the date of its FDA approval in April 
2008. Because a technology may be 
considered new for a period of up to 3 
years if, during the third year, the 
technology is new for more than 6 
months of the fiscal year, it appears that 
the technology would still be in the 
newness period for FY 2011. In the FY 
2011 IPPS/LTCH PPS proposed rule, we 
welcomed public comment on whether 
LipiscanTM meets the newness criterion. 

Comment: One commenter, the 
manufacturer, stated that the 
LipiScanTM met the newness criterion 
based on its FDA approval date. 

Response: We agree that the 
LipiScanTM is new as of the date of its 
supplemental FDA approval, April 25, 
2008, because the manufacturer 

provided information to us to show that 
the device was not marketed until after 
the supplemental FDA approval. 
Accordingly, LipiscanTM meets the 
newness criterion. 

We note that the LipiscanTM 
technology is identified by ICD–9–CM 
procedure code 38.23 (Intravascular 
spectroscopy), which became effective 
October 1, 2008, and cases involving the 
use of this device generally map to MS– 
DRG 246 (Percutaneous Cardiovascular 
Procedures with Drug-Eluting Stent(s) 
with MCC or 4+ Vessels/Stents); MS– 
DRG 247 (Percutaneous Cardiovascular 
Procedures with Drug-Eluting Stent(s) 
without MCC); MS–DRG 248 
(Percutaneous Cardiovascular 
Procedures with Non-Drug-Eluting 
Stent(s) with MCC or 4+ Vessels/Stents); 
MS–DRG 249 (Percutaneous 
Cardiovascular Procedures with Non- 
Drug-Eluting Stent(s) without MCC); 
MS–DRG 250 (Percutaneous 
Cardiovascular Procedures without 
Coronary Artery Stent with MCC); and 
MS–DRG 251 (Percutaneous 
Cardiovascular Procedures without 
Coronary Artery Stent without MCC). 

In an effort to demonstrate that the 
technology meets the cost criterion, the 
applicant used the FY 2010 IPPS/RY 
2010 LTCH PPS final rule After Outliers 

Removed (AOR) file (posted on the CMS 
Web site) to identify cases potentially 
eligible for LipiscanTM. The applicant 
believes that every case within MS– 
DRGs 246, 247, 248, 249, 250, and 251 
is eligible for LipiscanTM. In addition, 
the applicant believes that LipiscanTM 
will be evenly distributed across 
patients in each of those six MS–DRGs 
(16.7 percent within each MS–DRG). 
Using data from the AOR file, the 
applicant found the average 
standardized charge per case for MS– 
DRGs 246, 247, 248, 249, 250, and 251 
was $67,531, $44,485, $62,936, $40,149, 
$59,416, and $38,864, respectively, 
equating to a case-weighted average 
standardized charge per case of $52,230 
(calculation performed using unrounded 
numbers). The applicant indicated that 
the case-weighted average standardized 
charge per case does not include charges 
related to LipiscanTM; therefore, it is 
necessary to add the charges related to 
the device to the average case-weighted 
standardized charge per case to evaluate 
the cost threshold criterion. Although 
the applicant submitted data related to 
the estimated cost per case of 
LipiscanTM, the applicant stated that the 
cost of the device is proprietary 
information. Based on a sampling of all 
10 non-Veterans Administration 
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hospitals that are actively using the 
device, the applicant determined that 
the average charge for the device was 
$7,497. Adding the estimated average 
charge related for the device to the case- 
weighted standardized charge per case 
(based on the case distribution from the 
applicant’s FY 2010 AOR analysis) 
results in a total case-weighted average 
standardized charge per case of $59,727 
($52,230 plus $7,497). In the FY 2011 
IPPS/LTCH PPS proposed rule, we used 
the FY 2011 thresholds published in 
Table 10 of the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 44173) to 
determine if the LipiscanTM met the cost 
criterion. For this final rule, due to the 
provisions of section 3401(a) of the 
Affordable Care Act which adjusted the 
FY 2010 applicable percentage increase 
(thus requiring CMS to revise the FY 
2010 standardized amounts), we used 
the revised FY 2011 thresholds as 
published in the FY 2010 IPPS/RY 2010 
LTCH PPS notice issued in the Federal 
Register on June 2, 2010 (75 FR 31213) 
to determine if the LipiscanTM meet the 
cost criterion. Based on the revised FY 
2011 Table 10 thresholds, the case- 
weighted threshold for MS–DRGs 246, 
247, 248, 249, 250, and 251 is $56,466 
(all calculations above were performed 
using unrounded numbers). Because the 
applicant’s calculation of the total case- 
weighted average standardized charge 
per case for the applicable 
MS–DRGs exceeds the case-weighted 
threshold amount, the applicant 
maintains that LipiscanTM meets the 
cost criterion. 

We note that in the applicant’s 
analysis of the cost criterion, instead of 
determining the case-weighted average 
standardized charge per case and the 
case-weighted threshold amount based 
on the actual number of cases from the 
FY 2010 AOR file in the applicable MS– 
DRGs that are eligible for the 
LipiscanTM, the applicant’s analysis 
assumed an even distribution of patients 
in the applicable MS–DRGs. However, 
the data from the FY 2010 AOR file 
shows a varied distribution of cases in 
each of the applicable MS–DRGs. We 
believe the more appropriate way to 
determine the case-weighted average 
standardized charge per case and the 
case-weighted threshold amount for 
evaluating the cost criterion is to use the 
actual distribution of cases in the 
applicable MS–DRGs based on the 
number of cases from the AOR file 
because this would more accurately 
reflect the number and type of Medicare 
cases typically treated in the applicable 
MS–DRGs. Moreover, this would better 
conform to the applicant’s assertion that 
the probability of use of LipiscanTM is 

the same in each of those six MS–DRGs. 
Using data from the FY 2011 AOR file 
(in the proposed rule, we used the FY 
2010 AOR file; however, for this final 
rule, we used the most recent data 
available, which is the FY 2011 AOR 
file), for MS–DRGs 246, 247, 248, 249, 
250, and 251, there were 30,663, 
141,780, 14,281, 46,037, 7,591, and 
36,059 cases, respectively. Using this 
case distribution and the average 
standardized charge per case for MS– 
DRGs 246, 247, 248, 249, 250, and 251 
(that is, $73,006, $48,275, $67,954, 
$44,336, $65,238, and $44,504, 
respectively, as stated above), we 
calculated that the case-weighted 
average standardized charge per case is 
$51,353. As the applicant indicated 
above, the case-weighted average 
standardized charge per case does not 
include charges related to LipiscanTM. 
Therefore, it is necessary to add the 
average charge of $7,497 related to the 
device to the case-weighted 
standardized charge per case to evaluate 
the cost threshold criterion. Adding the 
estimated charges related to the device 
to the case-weighted average 
standardized charge per case (based on 
the case distribution from the FY 2011 
AOR final rule file) results in a total 
case-weighted average standardized 
charge per case of $58,850 ($51,353 plus 
$7,497). Using the revised FY 2011 
thresholds published in Table 10 of the 
FY 2010 IPPS/RY 2010 LTCH PPS 
notice (75 FR 31213) and the actual case 
distribution from the FY 2011 AOR file, 
the case-weighted threshold for MS– 
DRGs 246, 247, 248, 249, 250, and 251 
is $52,940 (all calculations above were 
performed using unrounded numbers). 
Because this alternative calculation of 
total case-weighted average 
standardized charge per case for the 
applicable MS–DRGs also exceeds the 
case-weighted threshold amount, it 
appears that LipiscanTM would meet the 
cost criterion. In the FY 2011 IPPS/ 
LTCH PPS proposed rule, we invited 
public comment on whether or not 
LipiscanTM meets the cost criterion. We 
did not receive any public comments on 
whether or not LipiscanTM meets the 
cost criterion. Therefore, for FY 2011, 
we have determined that LipiscanTM 
meets the cost criterion. 

With regard to substantial clinical 
improvement, we determined that the 
FY 2010 new technology add-on 
payment application for LipiscanTM did 
not meet the substantial clinical 
improvement criterion because the 
evidence and information available at 
the time the new technology decisions 
were made did not allow CMS to 
determine that the application 

represented a substantial clinical 
improvement over existing technologies. 
Specifically, we found that there was a 
lack of evidence that demonstrated that 
LipiscanTM affected the medical 
management of patients in which the 
device was used. 

The applicant maintains that the 
device meets this criterion for the 
following reasons. The applicant noted 
that from November 2008 to 2009, the 
number of patients in whom LipiscanTM 
has been used for clinical purposes has 
increased from 100 to 500 and during 
the same period, the number of 
hospitals using the product has 
increased from 6 to 16. In addition, the 
applicant asserts that ‘‘during the past 
year, two LipiscanTM publications 
demonstrate that dilation of a lipid core 
plaque is responsible for slow or no 
reflow and myocardial infarction during 
the procedure.’’ The applicant noted that 
this is important because ‘‘several 
treatments are available that could 
prevent this stenting complication.’’ The 
applicant referenced the ‘‘700 patient 
PROSPECT Study’’ which was presented 
at the Transcatheter Cardiovascular 
Therapeutics Conference in September 
2009 and found that 20.4 percent of 
patients experience a new event in the 
3.4 years following stenting. The 
applicant pointed to that finding as 
evidence that there is a need for 
improved safety and efficacy of stenting 
and maintained that LipiscanTM offers 
clinicians the ability to make decisions 
that result in such improvements. 

The PROSPECT (Providing Regional 
Observations to Study Predictors of 
Events in the Coronary Tree) study is a 
cohort study of patients with acute 
coronary syndrome who underwent 
percutaneous coronary angioplasty and 
stenting (percutaneous coronary 
intervention). Following the procedure, 
angiography and intravascular 
ultrasound (IVUS) were performed. If a 
patient had a subsequent event, a new 
angiogram and IVUS image were 
obtained and compared to the original 
results. The investigators reported that 
‘‘angiographically mild lesions with 
certain morphologic features on 
grayscale and IVUS present with a 3 
year cardiac event rate of 17%, versus 
other morphologies (indistinguishable 
by conventional angiograms) with three 
year event risks of less than 1%.’’ We are 
concerned that with this type of study 
design, it is not possible to determine 
whether the information for the IVUS 
image would have altered the 
angioplasty and stenting procedures 
since the images were collected after the 
procedure. The results are suggestive, 
but a prospective study is needed to 
determine the clinical utility of IVUS 
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and whether use of IVUS leads to 
changes in clinical practice or 
improvements in health outcomes. The 
PROSPECT study generated a 
hypothesis that use of IVUS may help 
determine which plaques are vulnerable 
to future events but further clinical 
research is needed to confirm this 
hypothesis. We note that the PROSPECT 
study was presented at the 
Transcatheter Cardiovascular 
Therapeutics Conference in September 
2009, but that the study results have yet 
to be published in a peer-reviewed 
journal. We also note that methods and 
conclusions from a study may change 
from what was verbally presented 
during the peer review process that is 
required to publish the study results. 

As it did in its prior application, the 
applicant noted that the September 1, 
2001 final rule states that one facet of 
the criterion for substantial clinical 
improvement is ‘‘the device offers the 
ability to diagnose a medical condition 
in a patient population where the 
medical condition is currently 
undetectable or offers the ability to 
diagnose a medical condition earlier in 
a patient population than allowed by 
currently available methods. There must 
also be evidence that use of the device 
to make a diagnosis affects the 
management of the patient’’ (66 FR 
46914). The applicant believes that 
LipiscanTM meets all facets of this 
criterion. The applicant asserted that the 
device is able to detect a condition that 
is not currently detectable. The 
applicant explained that LipiScanTM is 
the first device of its kind to be able to 
detect lipid-core-containing plaques of 
interest and to assess of coronary artery 
lipid core burden. The applicant further 
noted that FDA, in its approval 
documentation, has indicated that ‘‘This 
is the first device that can help assess 
the chemical makeup of coronary artery 
plaques and help doctors identify those 
of particular concern.’’ 

In addition, the applicant stated that 
the LipiScanTM chemogram permits a 
clinician to detect lipid-core-containing 
plaques in the coronary arteries 
compared to other currently available 
devices that do not have this ability. 
The applicant explained that the 
angiogram, the conventional test for 
coronary atherosclerosis, shows only 
minimal coronary narrowing. However, 
the applicant indicated that the 
LipiScanTM chemogram has the ability 
to reveal when an artery contains 
extensive lipid-core-containing plaque 
at an earlier stage. 

The applicant also noted that the 
device has the ability to make a 
diagnosis that better affects the 
management of the patient. Specifically, 

the applicant asserted that LipiScanTM 
‘‘is currently used in the management of 
patients undergoing coronary stenting to 
improve the safety and efficacy of the 
procedure’’ and that while stenting has 
steadily improved, its results are not 
optimal in approximately 30 percent of 
cases due to 3 problems: (1) Peri- 
stenting MI due to embolization of lipid 
core contents and side branch 
occlusion; (2) major adverse coronary 
events (MACE) post stenting from 
difficulties at the stented site; and (3) 
MACE post stenting for non-stented 
vulnerable sites. We note that in order 
to demonstrate that the technology 
represents a substantial clinical 
improvement, there must be evidence 
that use of the device to make a 
diagnosis affects the medical 
management of the patient and leads to 
improved clinical outcomes. 

The applicant described three case 
studies where each of the above 
problems was addressed by use of the 
LipiScanTM. In addition, the applicant 
asserts that the chemogram results are 
available to the interventional 
cardiologist during the PCI procedure, 
and have been found to be useful in 
decision-making. According to the 
applicant, physicians have reported 
changes in therapy based on LipiScanTM 
findings in 20 to 50 percent of patients 
in which the device has been used. 
According to the applicant, the most 
common use of LipiScanTM results has 
been by physicians for selection of the 
length of artery to be stented. In some 
cases a longer stent has been used when 
there is a lipid-core-containing plaque 
adjacent to the area that is being stented 
because a flow-limiting stenosis is 
present. The applicant also noted that, 
in some cases, physicians have chosen 
to use down-stream protective devices 
during stenting procedures on the basis 
of information gathered by use of 
LipiscanTM in several patients, and that 
this has directly impacted their outcome 
by capturing emboli and preventing 
further cardiac damage. Therefore, the 
applicant contends that the use of 
LipiScanTM by clinicians to select the 
length of artery to be stented and as an 
aid in selection of intensity of lipid- 
altering therapy, demonstrates that 
LipiScanTM affects the management of 
patients. 

In the proposed rule, we stated that 
while we recognized that the 
identification of lipid-rich plaques in 
the coronary vasculature holds promise 
in the management of coronary artery 
disease, we were concerned that 
statements in the FDA approval 
documents, as well as statements made 
by investigators in the literature, suggest 
that the clinical implications of 

identifying these lipid-rich plaques are 
not yet certain and that further studies 
need to be done to understand the 
clinical implications of obtaining this 
information. 

The applicant also submitted 
commentary from a group of 
interventional cardiologists who 
currently utilize the LipiScanTM device 
explaining the clinical benefits of the 
device. The applicant further noted that 
the device may have other potential 
uses that would be of clinical benefit, 
and studies are currently being 
conducted to investigate these other 
potential uses. The applicant explained 
that LipiScanTM offers promise as a 
means to enhance progress against the 
two leading problems in coronary 
disease management: (1) The high rate 
of second events that occur even after 
catheterization, revascularization, and 
the institution of optimal medical 
therapy; and (2) the failure to diagnose 
coronary disease early, which results in 
sudden death or MI being the first sign 
of the disease in most patients. The 
applicant further stated that the 
identification of coronary lipid-core- 
containing plaques, which can most 
readily be done in those already 
undergoing catheterization, is likely to 
be of benefit in the prevention of second 
events. In the longer term, the applicant 
stated that the identification of lipid- 
core-containing plaques by LipiScanTM 
may contribute to the important goal of 
primary prevention of coronary events, 
which, in the absence of adequate 
diagnostic methods, continue to cause 
extensive morbidity, mortality and 
health care expenditures in Medicare 
beneficiaries and the general 
population. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we welcomed public 
comment regarding whether or not the 
LipiScanTM technology represents a 
substantial clinical improvement for the 
Medicare population. 

Comment: One commenter, a trade 
association for interventional 
cardiologists, stated that it appreciated 
CMS’ clarification in the proposed rule 
that ‘‘a new diagnostic technology can 
meet the substantial clinical 
improvement criterion not just by 
demonstrating improvement in clinical 
outcomes, but also on the basis of 
evidence showing changes in the 
management of the patient.’’ This 
commenter stated that, in light of the 
‘‘clarification,’’ it supported the approval 
of the LipiScanTM for new technology 
add-on payments. 

Response: This comment 
mischaracterizes CMS’ position 
regarding the required showing for a 
diagnostic technology to meet the 
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substantial clinical improvement 
criterion. CMS has not stated that a new 
diagnostic technology can meet the 
substantial clinical improvement 
criterion not just by demonstrating 
improvement in clinical outcomes, but 
also on the basis of evidence showing 
changes in the management of the 
patient. As we stated in the September 
7, 2001 Federal Register, we follow 
certain guidelines to determine whether 
a technology represents a substantial 
clinical improvement. For a diagnostic 
technology, we make this determination 
by judging whether the technology 
‘‘offers the ability to diagnose a medical 
condition in a patient population where 
that medical condition is currently 
undetectable or offers the ability to 
diagnose a medical condition earlier in 
a patient population than allowed by 
currently available methods. There must 
also be evidence that use of the device 
to make a diagnosis affects the 
management of the patient.’’ (66 FR 
46914) 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43818), we further 
discussed what evidence an applicant 
must show in order to meet the 
substantial clinical improvement 
criterion for diagnostic technologies. We 
continue to believe that it would not be 
appropriate to provide additional 
payments for new diagnostic tools that 
fail to significantly change the 
management of patients, thereby 
improving clinical outcomes. 

Comment: Commenters supported 
deeming the LipiscanTM to be a 
substantial clinical improvement over 
currently available technologies. The 
manufacturer stated that the use of 
LipiScanTM increased from 100 cases in 
late 2008 to 900 cases by June 2010, and 
that the number of hospitals using the 
technology has increased from 16 to 22. 
Additionally, over 350 patients are 
enrolled in the manufacturer’s registry 
of cases involving LipiScanTM, COLOR. 
The manufacturer asserted that the data 
now available clearly identify three 
specific clinical implications of the 
detection of lipid core plaque: (1) To 
predict and minimize the occurrence of 
peri-stenting MI; (2) to identify the 
length of artery to be stented; and (3) to 
assist in selection of the intensity of 
pharmacologic therapy following 
stenting. 

The manufacturer submitted the 
chemogram images of 44 stabilized 
patients who were stented and in whom 
enzymes are available to determine if an 
MI occurred during stenting. Some of 
the 44 patients had the presence of large 
lipid core plaque; others did not. Eight 
of these patients were found to have 
experienced an MI during stenting (as 

identified by a cardiac enzyme elevation 
of greater than or equal to 3x ULN). 

With respect to LipiScanTM’s ability to 
predict and minimize the occurrence of 
peri-stenting MI, the manufacturer 
referenced a doctor who had used filters 
or embolic protection during stenting. 
That doctor’s summary is presented is 
the next paragraph. With respect to 
identifying the length of artery to be 
stented, the manufacturer stated that ‘‘a 
case has now been observed in which 
acute stent thrombosis occurred when a 
stent * * * ended in a lipid core 
plaque, as documented in vivo by 
LipiScanTM.’’ The manufacturer asserted 
that the evidence linking stent 
thrombosis to termination of a stent in 
a lipid core plaque has led physicians 
to use the image provided by 
LipiScanTM as a factor determining the 
length of artery to be stented. With 
respect to LipiScanTM assisting in the 
selection of the intensity of medical 
therapy post-stenting, the manufacturer 
maintained that ‘‘the development of 
[LipiScanTM] now makes it possible to 
perform in vivo assessment of the 
relationship between the presence of 
lipid core plaque and coronary event.’’ 
The manufacturer submitted before and 
after chemograms in which the baseline 
chemogram did not show lipid core 
plaque. In subsequent days, ranging 
from 42 to 316 days, the manufacturer 
added, the patients still had no lipid 
rich plaque. The manufacturer asserted 
that these cases ‘‘correctly predicted the 
continued patency of the artery and the 
absence of a coronary event related to 
that artery.’’ The manufacturer showed a 
baseline and 325 day follow-up of a 
patient who did have lipid rich plaque 
at baseline and had a re-stenosis of the 
lipid rich area 325 later. 

The commenters who supported this 
technology generally made anecdotal 
assertions in which the information 
provided by LipiScanTM was useful to 
them in managing their patients. One 
commenter, a physician, stated that he 
had used the identification of lipid core 
plaque (as identified by LipiScanTM) in 
an attempt to protect patient from the 
high risk of peri-stenting MI by ‘‘placing 
a distal protection filter beyond the 
lipid core stenosis to be dilated.’’ This 
commenter asserted that such filters are 
used in dilation of saphenous vein grafts 
which have rates of periprocedural MI 
that can be reduced by approximately 
40 percent if embolic protection is used. 
The commenter used protection devices 
before stenting in the native coronary 
arteries seven patients with large lipid 
core plaque as assessed by LipiScanTM. 
A filter was used in six patients and a 
proximal embolic protection was used 
in one patient. The commenter stated 

that he believed that the rate of 
infarction was lower in these seven 
patients than it would have been had 
embolic protection devices not been 
utilized, and that the two infarctions 
that did occur were smaller than they 
would have been if the full load of 
debris mobilized by balloon inflation— 
included the debris collected in the first 
basket—would have lodged in the distal 
vessels. 

Another physician stated that there 
‘‘have been anecdotal cases by multiple 
operators of the catastrophic no reflow 
phenomenon in patients who 
underwent angioplasty of a lipid rich 
stenosis [LipiScanTM] imaging may be 
able to identify these patients and 
hopefully prevent this catastrophic 
complication’’ The same commenter 
stated that the diagnostic information 
provided by the LipiScanTM chemogram 
‘‘can be combined with well-established 
treatments * * * as a means to reduce 
stenting complications and peri-stenting 
MI.’’ Some commenters believed they 
could reduce the incidence of heart 
attacks that occur during stenting by 
using a filter to remove the lipid-rich 
plaque. 

Another commenter stated that, 
although he does not perform 
interventional cardiology procedures, he 
was interested in how the information 
provided by LipiScanTM could 
contribute to the prevention of initial 
and secondary coronary events. He 
described an asymptomatic man who 
participated in a clinical research study 
designed to evaluate the noninvasive 
identification of patients at increased 
risk of coronary events. He stated that 
the patient had a ‘‘noninvasive CTA’’ 
and that positive results led to a cardiac 
catherization in which LipiScanTM was 
used. Based on the chemogram, which 
showed extensive lipid core plaque, the 
clinicians decided to treat this patient 
with intensive lipid altering therapy. 
The commenter did not describe any 
followup for that patient. 

Another commenter, a physician, 
stated that he performed approximately 
70 procedures with the LipiScanTM 
since 2008. The commenter asserted 
that in roughly 75 percent of these 
procedures, the ‘‘lesion characterization 
information provided by the Lipiscan 
image affected [his] diagnosis of the 
patient’s condition.’’ In approximately 
50 percent of the procedures, the 
commenter stated that the imaging 
information affected his treatment of the 
patient’s condition. The commenter 
further stated that the most significant 
changes involved his decisions about 
which segments of the artery required 
treatment, the length of stent to employ, 
and the type of stent he chose to 
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employ. The commenter provided 
information on three specific cases in 
which he used LipiScanTM. In two of the 
cases, he indicated that he was better 
able to choose the length of stent and in 
one case, the use of LipiScanTM helped 
guide the selection of the type of stent 
to be used; although the patient did 
suffer a heart attack, the stenting was 
able to proceed. 

Response: In the case of LipiScanTM, 
we note that existing technologies may 
not be able to adequately identify lipid- 
rich plaques. However, methods exist 
currently for diagnosing CAD, including 
intravascular ultrasound (IVUS) and 
optical coherence tomography (OCT). 
We also reiterate that such diagnostic 
capability must also be linked to 
‘‘evidence that use of the device to make 
a diagnosis affects the management of 
the patient.’’ In this case, the evidence 
currently available to CMS consists of 
anecdotal claims made by the applicant 
and one other commenter that the 
identification of such plaques affects the 
management of the patient. A review of 
the literature yielded no additional 
evidence base to support the applicant’s 
claim regarding the effect of this 
technology on patient management. 
Furthermore, as we stated last year, we 
continue to believe that the prognostic 
implications of detecting lipid-rich 
plaque are not yet sufficiently well 
understood and documented in the 
peer-reviewed evidence base to 
conclude that its identification will lead 
to widespread and evidence-based 
changes in the management of CAD. 

We believe that a diagnostic 
technology must necessarily have 
evidence-based, significant, and positive 
effects on the management of patients, 
thereby resulting in improved clinical 
outcomes generally accepted by 
clinicians, in order to meet the 
threshold of representing an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis of Medicare beneficiaries. 

In response to the comments that the 
LipiScan, combined with a filter could 
reduce the incidence of peri-stenting 
MI, we note that use of such a filter in 
the coronary vasculature is not currently 
approved by the FDA and therefore is 
‘‘off-label’’ to the extent that it is already 
being employed by physicians. The 
most recent article submitted to us by 
the applicant (dated 2010), an ‘‘Imaging 
Vignette’’ which does not appear to have 
been published yet, concludes: 
‘‘Additional studies are needed to 
quantitate the ability of NIRS to predict 
the occurrence of peri-stenting 
infarction and to test, in a randomized 
trial, the strategy of NIRS guided use of 
a distal protection device’’ (Goldstein, et 

al). We agree with the commenters that 
use of such filter may ultimately reduce 
the incidence of peri-stenting MI to the 
extent that it aides the physician in 
placing the stent such that it does not 
cause the lipid core plaque to rupture. 
However, absent FDA approval for this 
indication, we do not believe it is 
appropriate to consider this use as part 
of our evaluation of substantial clinical 
improvement for the LipiScanTM. We 
also agree with the vignette’s conclusion 
that additional clinical studies are 
needed to evaluate this claim. 

Therefore, while we recognize that 
LipiscanTM provides the ability to detect 
lipid-rich plaque which is currently 
undetectable by any other means, we are 
nonetheless still concerned that there is 
significant uncertainty within the 
clinical community regarding the 
prognostic implications of obtaining this 
information. We believe the evidence 
supplied by the applicant and the 
commenters that the device is affecting 
the management of the patient is not 
able to be validated broadly and is still 
anecdotal. Further, the discussions of 
the technology in the scientific studies 
submitted by the applicant acknowledge 
the possible potential of the technology 
to affect treatment in the future, but all 
stated that additional studies are 
necessary to determine its actual 
clinical utility. Specifically, in an 
editorial published in 2008, the author 
wrote, ‘‘In conclusion, further studies 
are warranted to determine if detection 
of [lipid core plaque of interest] by [near 
infrared spectroscopy] imaging will 
contribute to enhanced prediction of 
outcomes in patients with known CAD’’ 
(Young, 2008). Also, in a letter to the 
editor in the Journal of the College of 
Cardiology, another author wrote about 
his experience with three patients over 
a period of three weeks to share his 
‘‘initial observations.’’ The author wrote 
that ‘‘* * * preliminary results suggest 
that intravascular investigation of 
chemical composition of a coronary 
plaque has become a clinical reality 
[but] it remains to be seen whether 
chemograms would perform better than 
the ultrasound of whether they will be 
able to predict adverse events and 
faciltate development of clinically 
effective strategies for management of 
vulnerable plaques before it is too late.’’ 
(Maini, 2008) (emphasis added). 

In addition, we are concerned that 
there continues to be relatively few 
cases in which LipiscanTM has been 
used relative to the patient population 
in which it could potentially be used. 
As we have previously explained, we do 
not consider merely anecdotal claims 
that a device affects the management of 
the patient as sufficient evidence to 

demonstrate that a new diagnostic 
device affects the management of the 
patient, particularly where the device 
could be used for a relatively large 
patient population. Specifically, the 
applicant claims that the device could 
potentially be used in every patient who 
undergoes coronary angiography. To 
date, the device is only in use in 22 
hospitals total and, as noted above, 
there has been no data published, or 
even reported, from the hospitals where 
the device has been used, to indicate 
that management of patients has 
changed and that patients who received 
LipiScanTM had better clinical outcomes 
than those who did not. 

We believe that the lack of 
comparative data from hospitals 
showing statistically valid improved 
outcomes for the patients who received 
LipiScanTM compared to those who did 
not receive the technology further 
supports our previously stated view that 
the prognostic implications of detecting 
lipid-rich plaque are still not well 
enough understood and therefore the 
detection of such plaque cannot be 
reasonably assumed to automatically 
lead to evidence-based, significant, and 
positive in the management of patients 
with CAD generally accepted by 
clinicians, much less lead to improved 
clinical outcomes. We agree with the 
commenters and applicant that the 
identification of lipid-rich plaques by 
LipiScanTM may potentially hold 
promise and ultimately lead to changes 
in the management of CAD and that 
LipiscanTM has the potential to provide 
additional benefits in clinical outcomes 
of patients with CAD. However, we do 
not believe the evidence and 
information available at this time allows 
us to determine that it meets the 
substantial clinical improvement 
criterion. 

Accordingly, we are not approving 
LipiscanTM for new technology add-on 
payments for FY 2011. 

c. LipiScanTM Coronary Imaging System 
With Intravascular Ultrasound (IVUS) 

InfraReDx, Inc. submitted an 
application for new technology add-on 
payments for FY 2011 for the 
LipiScanTM Coronary Imaging System 
with Intravascular Ultrasound 
(LipiScanTM IVUS). The LipiScanTM 
IVUS device is a diagnostic device that 
uses Intravascular near infrared 
spectroscopy (INIRS) combined with 
intravascular ultrasound (IVUS) during 
an invasive coronary angiography to 
determine the chemical composition of 
coronary plaques, which is 
accomplished using near infrared 
spectroscopy (INIRS) and to visualize 
stents and the structural features of 
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coronary lesions, which is 
accomplished using IVUS. This new 
technology combines both capabilities 
in a single catheter. The IVUS part of 
the device utilizes sound to interrogate 
the artery and, according to the 
applicant, provides an image of the size 
of the plaque, the degree of stenosis 
produced by the plaque, the size of the 
artery and the degree of expansion of 
the stent. The device consists of a 
single-use catheter, a console and a 
‘‘single pullback with the artery.’’ The 
device is intended to be used in patients 
already undergoing coronary stenting. 

We note that the LipiScanTM IVUS 
device is identified by ICD–9–CM 
procedure codes 38.23 (Intravascular 
spectroscopy) and 00.24 (Intravascular 
imaging of coronary vessels). Cases 
involving the use of this device 
generally map to MS–DRG 246 
(Percutaneous Cardiovascular 
Procedures with Drug-Eluting Stent(s) 
with MCC or 4+ Vessels/Stents); MS– 
DRG 247 (Percutaneous Cardiovascular 
Procedures with Drug-Eluting Stent(s) 
without MCC); MS–DRG 248 
(Percutaneous Cardiovascular 
Procedures with Non-Drug-Eluting 
Stent(s) with MCC or 4+ Vessels/Stents); 
MS–DRG 249 (Percutaneous 
Cardiovascular Procedures with Non- 
Drug-Eluting Stent(s) without MCC); 
MS–DRG 250 (Percutaneous 
Cardiovascular Procedures without 
Coronary Artery Stent with MCC); and 
MS–DRG 251 (Percutaneous 
Cardiovascular Procedures without 
Coronary Artery Stent without MCC). 

With respect to the newness criterion, 
we noted in the proposed rule that this 
device was not currently approved by 
the FDA, but the manufacturer 
anticipated that FDA approval will be 
granted in the second quarter of 2010. 
We also noted that IVUS has existed for 
over 20 years. Therefore, IVUS, on its 
own, would not meet the newness 
criterion. The applicant asserted that 
one difference from the LipiscanTM 
product, for which it has also submitted 
an application for new technology add- 
on payments, is that the catheter for the 
combined product is filled with saline 
(which is required for transmission of 
sound). The manufacturer has also 
stated that the combined device only 
requires the use of one catheter, as 
opposed to two separate ones. The 
manufacturer asserted that the single- 
use catheter for the combined 
technologies is only supplied by 
InfraReDx (the manufacturer of 
LipiScanTM). However, we noted that a 
physician could use LipiScanTM and 
IVUS as two separate products in the 
same patient (through the use of two 
catheters) and still be able to obtain the 

INIRS image and the ultrasound that are 
achieved through the combined product 
albeit separately. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we welcomed public 
comments regarding whether the 
combined LipiScanTM IVUS device 
should be considered to be ‘‘new’’ as of 
the date of the existing LipiScanTM 
device received FDA approval or 
whether it should be considered new 
from the FDA approval date for 
LipiScanTM IVUS (should such an 
approval be granted). We also welcomed 
public comments regarding whether 
LipiScanTM IVUS, as a combined 
technology, should be considered to be 
substantially similar to each individual 
technology separately as of the date that 
each separate technology received FDA 
approval (or the date that each 
technology became available on the 
market, if either technology was not 
available on the market until a date after 
FDA approval). 

As stated above, in making a 
determination of substantial similarity, 
we consider the following: (1) Whether 
a product uses the same or similar 
mechanism of action to achieve a 
therapeutic action; (2) whether a 
product is assigned to the same or a 
different DRG; and (3) whether new use 
of a technology involves treatment of 
the same or similar type of disease and 
the same or similar patient population. 
In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule, we stated that ‘‘due to the 
complexity of issues regarding the 
substantial similarity component of the 
newness criterion, it may be necessary 
to exercise flexibility when considering 
whether technologies are substantially 
similar to one another’’ (74 FR 43813). 

Comment: One comment, the 
manufacturer, stated that it agreed with 
the proposed rule statement of ‘‘it 
appears that LipiScanTM IVUS meet the 
newness criterion.’’ Additionally, the 
commenter stated that should the 
LipiScanTM IVUS receive FDA approval, 
it should be considered new because 
LipiScanTM IVUS provides the 
individual benefits of both LipiScan and 
IVUS, ‘‘plus accurate co-registration, 
synergistic benefits, and enhanced 
safety and ease of use we believe that 
the LipiScanTM IVUS multimodality 
imaging catheter should be considered 
new if and when it receives clearance by 
the FDA and is marketed.’’ The 
commenter did not specifically address 
the three criteria considered under 
substantial similarity. 

Response: We note that the 
LipiScanTM IVUS received a 510(k) 
approval from the FDA on June 30, 
2010, prior to the July 1 deadline that 
applicants for new technology must 

meet in order to be evaluated under the 
newness criterion. The FDA approval 
letter did not provide information that 
would distinguish the LipiScanTM IVUS 
from its predicate devices. In addition, 
the manufacturer did not provide 
enough information for us to distinguish 
the LipiScanTM IVUS from the 
LipiScanTM, which is what we 
specifically questioned in the proposed 
rule. (Indeed, we note that the uses for 
both devices appear to be markedly 
similar.) Also, we did not state in the 
proposed rule that the technology meets 
the newness criterion, as the commenter 
suggested. We note that under FDA’s 
510(k) approval process, there must be 
at least one predicate device that is 
‘‘substantially equivalent.’’ However, as 
we have stated previously, we do not 
believe that a determination of 
substantial equivalence by FDA under 
the 510(k) approval process necessarily 
means that a technology is substantially 
similar to its predicate device(s) for 
purposes of the new technology add-on 
payment. 

Moreover, none of the public 
commenters specifically addressed 
whether the LipiScanTM IVUS was 
substantially similar to the LipiScanTM. 
Specifically, none of the public 
commenters, including the 
manufacturer, addressed: (1) Whether 
the products use the same or similar 
mechanism of action to achieve a 
therapeutic action; (2) whether the 
products are assigned to the same or a 
different DRG; and (3) whether new use 
of a technology involves treatment of 
the same or similar type of disease and 
the same or similar patient population. 
As a result, we do not believe that we 
have sufficient information to make an 
affirmative decision regarding whether 
the LipiScanTM IVUS is substantially 
similar to the LipiScanTM. Accordingly, 
we are not making a determination 
regarding whether the LipiScanTM IVUS 
is substantially similar to its predicate 
device or the LipiScanTM in this final 
rule. However, we note that whether or 
not LipiScanTM IVUS was substantially 
similar to LipiScanTM, the LipiScanTM 
IVUS is still within its newness period 
for FY 2011 (because the LipiScanTM 
was new as of April 2008 and is still 
within its ‘‘newness’’ window for FY 
2011). Accordingly, we believe that 
LipiScanTM IVUS meets the newness 
criterion for FY 2011, but we do not 
have sufficient information regarding 
whether or not the start of the newness 
period began in April 2008 or June 
2010. Therefore, we are not making a 
determination in this rulemaking 
regarding the start of the newness 
period. 
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In an effort to demonstrate that the 
technology meets the cost criterion, the 
applicant used the FY 2010 IPPS/RY 
2010 LTCH PPS final rule AOR file 
(posted on the CMS Web site) to identify 
cases potentially eligible for LipiscanTM 
IVUS. The applicant believes that every 
case within MS–DRGs 246, 247, 248, 
249, 250, and 251 is eligible for 
LipiscanTM IVUS. In addition, the 
applicant believes that LipiscanTM IVUS 
will be evenly distributed across 
patients in each of those six MS–DRGs 
(16.7 percent within each MS–DRG). 
Using data from the AOR file, the 
applicant found the average 
standardized charge per case for MS– 
DRGs 246, 247, 248, 249, 250, and 251 
was $67,531, $44,485, $62,936, $40,149, 
$59,416, and $38,864 respectively, 
equating to a case-weighted average 
standardized charge per case of $52,230 
(calculation performed using unrounded 
numbers). The applicant indicated that 
the case-weighted average standardized 
charge per case does not include charges 
related to LipiscanTM IVUS. Therefore, it 
is necessary to add the charges related 
to the device to the average case- 
weighted standardized charge per case 
to evaluate the cost threshold criterion. 
Although the applicant submitted data 
related to the estimated cost per case of 
LipiscanTM IVUS, the applicant stated 
that the cost of the device is proprietary 
information. The applicant analyzed 
Hospital Cost Report Information 
System (HCRIS) data from 2008 to 
determine the charges related to the 
device. Specifically, the applicant 
searched for the 100 cardiac 
catheterization labs that had the highest 
volume of cases in the United States. 
Based on the HCRIS data from these 100 
laboratories, the applicant determined 
the mean CCR was 0.188 with a markup 
of 532 percent, yielding a charge of 
$15,960 for LipiscanTM IVUS. (We note 
that this estimate of charges related to 
the LipiscanTM IVUS is significantly 
higher than the estimate of charges 
related to the LipiscanTM device derived 
from a sample of hospitals.) Adding the 
estimated average charge related for the 
device to the case-weighted 
standardized charge per case (based on 
the case distribution from the 
applicant’s FY 2010 AOR analysis) 
results in a total case-weighted average 
standardized charge per case of $68,190 
($52,230 plus $15,960). In the FY 2011 
IPPS/LTCH PPS proposed rule, we used 
the FY 2011 thresholds published in 
Table 10 of the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 44173) to 
determine if the LipiscanTM IVUS meets 
the cost criterion. For this final rule, due 
to the provisions of section 3401(a) of 

the Affordable Care Act which adjusted 
the FY 2010 applicable percentage 
increase (thus requiring CMS to revise 
the FY 2010 standardized amounts), we 
used the revised FY 2011 thresholds as 
published in the FY 2010 IPPS/RY 2010 
LTCH PPS notice that appeared in the 
Federal Register on June 2, 2010 (75 FR 
31213) to determine if the LipiscanTM 
IVUS meets the cost criterion. Based on 
the revised FY 2011 Table 10 
thresholds, the case-weighted threshold 
for MS–DRGs 246, 247, 248, 249, 250, 
and 251 is $56,466 (all calculations 
above were performed using unrounded 
numbers). Because the applicant’s 
calculation of the total case-weighted 
average standardized charge per case for 
the applicable MS–DRGs exceeds the 
case-weighted threshold amount, the 
applicant maintains that LipiscanTM 
IVUS meets the cost criterion. 

We note that in the applicant’s 
analysis of the cost criterion, instead of 
determining the case-weighted average 
standardized charge per case and the 
case-weighted threshold amount based 
on the actual number of cases from the 
FY 2010 AOR file in the applicable MS– 
DRGs that are eligible for the LipiscanTM 
IVUS, the applicant’s analysis assumed 
an even distribution of patients in the 
applicable MS–DRGs. However, the data 
from the FY 2010 AOR file shows a 
varied distribution of cases in each of 
the applicable MS–DRGs. We believe 
the more appropriate way to determine 
the case-weighted average standardized 
charge per case and the case-weighted 
threshold amount for evaluating the cost 
criterion is to use the actual distribution 
of cases in the applicable MS–DRGs 
based on the number of cases from the 
AOR file because this would more 
accurately reflect the number and type 
of Medicare cases typically treated in 
the applicable MS–DRGs. Moreover, this 
would better conform to the applicant’s 
assertion that the probability of use of 
LipiscanTM IVUS is the same in each of 
those six MS–DRGs. Using data from the 
FY 2011 AOR file (in the proposed rule, 
we used the FY 2010 AOR file; however, 
for this final rule, we used the most 
recent data available, which are 
contained in the FY 2011 AOR file), for 
MS–DRGs 246, 247, 248, 249, 250, and 
251, there were 30,663, 141,780, 14,281, 
46,037, 7,591, and 36,059 cases 
respectively. Using this case 
distribution and the average 
standardized charge per case for MS– 
DRGs 246, 247, 248, 249, 250, and 251 
(that is, $73,006, $48,275, $67,954, 
$44,336, $65,238, and $44,504, 
respectively, as stated above), the case- 
weighted average standardized charge 
per case is $46,949. As the applicant 

indicated above, the case-weighted 
average standardized charge per case 
does not include charges related to 
LipiscanTM IVUS. Therefore, it is 
necessary to add the average charge of 
$15,960 related to the device to the case- 
weighted standardized charge per case 
to evaluate the cost threshold criterion. 
Adding the estimated charges related to 
the device to the case-weighted average 
standardized charge per case (based on 
the case distribution from the FY 2010 
AOR final rule file) results in a total 
case-weighted average standardized 
charge per case of $62,909 ($46,949 plus 
$15,960). Using the revised FY 2011 
thresholds published in Table 10 of the 
FY 2010 IPPS/RY 2010 LTCH PPS 
notice (75 FR 31215) and the actual case 
distribution from the AOR file, the case- 
weighted threshold for MS–DRGs 246, 
247, 248, 249, 250, and 251 is $52,940 
(all calculations above were performed 
using unrounded numbers). Because 
this alternative calculation of total case- 
weighted average standardized charge 
per case for the applicable MS–DRGs 
exceeds the case-weighted threshold 
amount, it appears that LipiscanTM 
IVUS would meet the cost criterion. 

In addition to the analysis above, the 
applicant searched the FY 2008 
MedPAR file for cases potentially 
eligible for use of the LipiscanTM IVUS. 
Because the technology can potentially 
be used for all cases within MS–DRGs 
246 through 251, the applicant searched 
the FY 2008 MedPAR file for all cases 
within these MS–DRGs. The applicant 
found 30,265 cases (or 9.7 percent of all 
cases) in MS–DRG 246; 147,695 cases 
(or 47.4 percent of all cases) in MS–DRG 
247; 19,642 cases (or 6.3 percent of all 
cases) in MS–DRG 248; 67,840 cases (or 
21.8 percent of all cases) in MS–DRG 
249; 8,120 cases (or 2.6 percent of all 
cases) in MS–DRG 250; and 38,022 cases 
(or 12.2 percent of all cases) in MS–DRG 
251. The average standardized charge 
per case was $66,958 for MS–DRG 246, 
$50,192 for MS–DRG 247, $72,099 for 
MS–DRG 248, $45,086 for MS–DRG 249, 
$71,355 for MS–DRG 250, and $46,141 
for MS–DRG 251, equating to a case- 
weighted average standardized charge 
per case of $45,964. 

Similar to above, the average 
standardized charge per case does not 
include charges related to the 
LipiscanTM IVUS; therefore, it is 
necessary to add the charges related to 
the device to the average standardized 
charge per case in evaluating the cost 
threshold criterion. Although the 
applicant submitted data related to the 
estimated cost of LipiscanTM IVUS per 
case, the applicant noted that the cost of 
the device was proprietary information. 
Based on 2008 HCRIS data from the 
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cardiac catheterization laboratories for 
all IPPS hospitals, the applicant 
determined a mean cost-to-charge ratio 
of 0.246 with a markup of 351 percent, 
yielding a charge of $10,543 for 
LipiscanTM IVUS. Assuming that the 
LipiscanTM IVUS device was marked up 
351 percent, the total case-weighted 
average standardized charge per case for 
cases involving the use of LipiscanTM 
IVUS would be $56,507 ($45,964 plus 
$10,543) across MS–DRGs 246 through 
251. 

Using the revised FY 2011 thresholds 
published in Table 10 of the FY 2010 
IPPS/RY 2010 LTCH PPS notice (75 FR 
31215), the case-weighted threshold for 
MS DRGs 246, 247, 248, 249, 250, and 
251 is $52,671 (all calculations above 
were performed using unrounded 
numbers). Because the applicant’s 
calculation of the total case-weighted 
average standardized charge per case for 
the applicable MS–DRGs exceeds the 
case-weighted threshold amount, the 
applicant maintains that LipiscanTM 
IVUS meets the cost criterion. In the FY 
2011 IPPS/LTCH PPS proposed rule, we 
invited public comment on whether or 
not LipiscanTM IVUS meets the cost 
criterion. We did not receive any public 
comments in this regard. Accordingly, 
we find that for FY 2011 LipiscanTM 
IVUS meets the cost criterion. 

With regard to substantial clinical 
improvement, the applicant asserts that 
LipiScanTM IVUS lends all the same 
benefits of LipiScanTM by itself (see 
discussion of LipiScanTM with respect 
to clinical improvement in the above 
application analysis) and also gives 
added benefits of IVUS. Specifically, the 
applicant maintains that LipiScanTM 
IVUS is superior to perfusion imaging 
and coronary angiography because those 
procedures only provide information 
about the lumen, but not the wall of the 
vessel. The applicant asserts that it is 
superior to IVUS (by itself) because 
IVUS alone cannot identify plaque 
composition. The applicant further 
maintains that LipiScanTM IVUS 
provides a substantial clinical benefit 
over Optical Coherence Tomography 
(OCT) because OCT cannot be used if 
blood is present in the field of view and 
identification of lipid by OCT is ‘‘time- 
consuming with a requirement for 
expert interpretation.’’ In contrast, ‘‘the 
LipiScanTM IVUS signal is available 
immediately after the coronary pullback 
and does not require expert 
interpretation.’’ 

The applicant also states that 
LipiScanTM IVUS makes it possible to 
find the lipid core plaques that are 
strongly associated with peri-stenting 
MI and adverse events post-MI that 

current methods of diagnosis fail to 
find. 

Finally, the applicant asserts that 
LipiScanTM IVUS affects the 
management of the patient by improving 
the safety and efficacy of stenting. 
Further, the applicant states that while 
stenting has steadily improved, its 
results are not optimal in approximately 
30 percent of cases due to three 
problems: (1) Peri-stenting MI due to 
embolization of lipid core contents and 
side branch occlusion; (2) major adverse 
coronary events (MACE) post stenting 
from difficulties at the stented site; and 
(3) MACE post stenting for non-stented 
vulnerable sites. 

The applicant described three case 
studies where each of the above 
problems were addressed by use of the 
LipiScanTM IVUS. LipiScanTM IVUS 
achieves its utility to differentiate lipid 
core plaque from fibrotic plaque, a 
differentiation that cannot be made by 
angiography or grayscale IVUS. 

The applicant referenced the ‘‘700 
patient PROSPECT Study’’ which was 
presented at the Transcatheter 
Cardiovascular Therapeutic Conference 
in September 2009 and found that 20.4 
percent of patients experience a new 
event in the 3.4 years following stenting. 
The applicant pointed to that finding as 
evidence that there is a need for 
improved safety and efficacy of stenting 
and maintained that LipiscanTM offers 
clinicians the ability to make decisions 
that result in such improvements. We 
note that the applicant did make this 
assertion with regard to LipiscanTM and 
not LipiscanTM IVUS. 

The PROSPECT (Providing Regional 
Observations to Study Predictors of 
Events in the Coronary Tree) study is a 
cohort study of patients with acute 
coronary syndrome who underwent 
percutaneous coronary angioplasty and 
stenting (percutaneous coronary 
intervention). Following the procedure, 
angiography and IVUS were performed. 
If a patient had a subsequent event, a 
new angiogram and IVUS image were 
obtained and compared to the original 
results. The investigators reported that 
‘‘angiographically mild lesions with 
certain morphologic features on 
grayscale and IVUS present with a 3 
year cardiac event rate of 17%, versus 
other morphologies (indistinguishable 
by conventional angiograms) with three 
year event risks of less than 1%.’’ We are 
concerned that with this type of study 
design, it is not possible to determine 
whether the information for the IVUS 
image would have altered the 
angioplasty and stenting procedures 
since the images were collected after the 
procedure. The results are suggestive, 
but a prospective study is needed to 

determine the clinical utility of 
LipiScanTM and whether use of IVUS 
leads to changes in clinical practice or 
improvements in health outcomes. The 
PROSPECT study generated a 
hypothesis that use of IVUS may help 
determine which plaques are vulnerable 
to future events but further clinical 
research is needed to confirm this 
hypothesis. We note that the PROSPECT 
study was presented at the 
Transcatheter Cardiovascular 
Therapeutics Conference in 2009, but 
that the study results have yet to be 
published in a peer-reviewed journal. 
We also note that methods and 
conclusions from a study may change 
from what was verbally presented 
during the peer review process that is 
required to publish the study results. 

We are concerned that, in the 
LipiScanTM IVUS application, the 
applicant has generally repeated the 
statements made regarding use of 
LipiScanTM alone and has not provided 
information that indicates that 
combined use of LipiScanTM plus IVUS 
offers additional clinical benefit, 
although the applicant did maintain that 
the use of one catheter to co-register of 
the near infrared (NIR) mirrors and the 
ultrasound transducer can enhance the 
accuracy of output and can have safety 
benefits. Indeed, we note that most of 
the studies that were presented in an 
effort to demonstrate that LipiScanTM by 
itself was a substantial clinical 
improvement were also included to 
support the LipiScanTM IVUS 
application. The applicant did not 
present any published peer-reviewed 
journal articles that were specifically 
related to the clinical merits of the 
combined LipiScanTM IVUS device. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we welcomed public 
comments on whether the LipiScanTM 
IVUS represents a substantial clinical 
improvement over existing technologies 
as well as public comments on what is 
the appropriate comparison device for 
LipiScanTM IVUS. 

Comment: Many of the commenters 
who supported the LipiScanTM 
application also stated that, should the 
LipiScanTM IVUS receive FDA approval, 
they believed that it would offer similar 
benefits to the LipiScanTM. For this 
reason, these commenters were 
supportive of LipiScanTM IVUS being 
approved for the new technology add-on 
payments. The manufacturer 
commented that the LipiScanTM IVUS 
‘‘has been constructed and used 
successfully in seven patients in 
Rotterdam, Netherlands’’ and that it was 
featured in a live case presentation at 
‘‘EuroPCR,’’ ‘‘the leading meeting of 
interventional cardiologists in Europe.’’ 
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The manufacturer also stated that 
LipiScanTM IVUS provides the benefits 
of LipiScanTM and IVUS plus several 
synergistic benefits. Specifically, the 
manufacturer noted the co-registration 
of the near infrared (NIR) mirrors and 
the ultrasound transducer enhances the 
accuracy of the output. The IVUS shows 
the location of the catheter in the artery 
while the NIR enhances the 
interpretation of the grayscale IVUS 
image. The manufacturer stated that 
‘‘once NIR has clearly shown that a lipid 
core is present, it is possible to re- 
examine the IVUS image for features 
such as an estimate of cap thickness.’’ 
The manufacturer also stated that there 
are safety benefits associated with using 
one catheter to obtain both the NIR 
image and the IVUS image and noted 
that with each insertion of a catheter 
comes the risk of an adverse event such 
as a stroke or myocardial infarction. 
Additionally, the manufacturer stated 
that combining both technologies into 
one catheter reduces procedure time, 
radiation exposure and contrast 
utilization. The manufacturer stated that 
a peer-reviewed manuscript has been 
published by Garg, et al. 

Response: According to the applicant, 
there have only been seven cases in 
which the LipiScanTM IVUS has been 
used, none of them in the United States 
(and, ostensibly, none on a Medicare 
beneficiary). Despite the applicant’s 
claims that the combined LipiScanTM 
IVUS technology enhances the benefits 
of either LipiScanTM or IVUS alone as 
well as LipiScanTM and IVUS used 
simultaneously, but with two separate 
catheters, we do not believe that there 
is enough clinical evidence relating to 
this technology to support this claim or 
to demonstrate that the technology is a 
substantial clinical improvement over 
other existing diagnostic technologies. 
That is, the evidence available at this 
time does not support that the 
LipiScanTM IVUS affects the medical 
management of the patient which, in 
turn, leads to improved clinical 
outcomes. We also note that we did not 
believe that there was enough clinical 
evidence available at this time to 
substantiate the claims that LipiScanTM 
by itself is a substantial clinical 
improvement. To the extent that the 
same information was submitted to 
support the applicant’s LipiScanTM 
IVUS application, we also find, for the 
reasons discussed above, that the 
evidence is insufficient to demonstrate 
that the LipiScanTM IVUS represents a 
substantial clinical improvement over 
existing technologies. The manuscript 
that the applicant referred to simply 
describes what the technology does and 

how it is used; it does not provide any 
details as to how the technology affects 
the medical management of patients nor 
does it provide evidence that use of the 
LipiScanTM IVUS ultimately leads to 
improved clinical outcomes for patients. 
Although we recognize that the 
combination of these two existing 
technologies may ultimately lead to 
better clinical outcomes for patients 
undergoing coronary stenting, no data is 
available at this time to support that 
notion. 

Accordingly, we are not approving the 
LipiScanTM IVUS device for new 
technology add-on payments for FY 
2011. 

III. Changes to the Hospital Wage Index 
for Acute Care Hospitals 

A. Background 

Section 1886(d)(3)(E) of the Act 
requires that, as part of the methodology 
for determining prospective payments to 
hospitals, the Secretary must adjust the 
standardized amounts ‘‘for area 
differences in hospital wage levels by a 
factor (established by the Secretary) 
reflecting the relative hospital wage 
level in the geographic area of the 
hospital compared to the national 
average hospital wage level.’’ In 
accordance with the broad discretion 
conferred under the Act, we currently 
define hospital labor market areas based 
on the definitions of statistical areas 
established by the Office of Management 
and Budget (OMB). A discussion of the 
FY 2011 hospital wage index based on 
the statistical areas, including OMB’s 
revised definitions of Metropolitan 
Areas, appears under section III.C. of 
this preamble. 

Beginning October 1, 1993, section 
1886(d)(3)(E) of the Act requires that we 
update the wage index annually. 
Furthermore, this section of the Act 
provides that the Secretary base the 
update on a survey of wages and wage- 
related costs of short-term, acute care 
hospitals. The survey must exclude the 
wages and wage-related costs incurred 
in furnishing skilled nursing services. 
This provision also requires us to make 
any updates or adjustments to the wage 
index in a manner that ensures that 
aggregate payments to hospitals are not 
affected by the change in the wage 
index. The adjustment for FY 2011 is 
discussed in section II.B. of the 
Addendum to this final rule. 

As discussed below in section III.I. of 
this preamble, we also take into account 
the geographic reclassification of 
hospitals in accordance with sections 
1886(d)(8)(B) and 1886(d)(10) of the Act 
when calculating IPPS payment 
amounts. Under section 1886(d)(8)(D) of 

the Act, the Secretary is required to 
adjust the standardized amounts so as to 
ensure that aggregate payments under 
the IPPS after implementation of the 
provisions of sections 1886(d)(8)(B) and 
(C) and 1886(d)(10) of the Act are equal 
to the aggregate prospective payments 
that would have been made absent these 
provisions. The budget neutrality 
adjustment for FY 2011 is discussed in 
section II.A.4.b. of the Addendum to 
this final rule. 

Section 1886(d)(3)(E) of the Act also 
provides for the collection of data every 
3 years on the occupational mix of 
employees for short-term, acute care 
hospitals participating in the Medicare 
program, in order to construct an 
occupational mix adjustment to the 
wage index. A discussion of the 
occupational mix adjustment that we 
are applying beginning October 1, 2010 
(the FY 2011 wage index) appears under 
section III.D. of this preamble. 

B. Wage Index Reform 

1. Wage Index Study Required Under 
the MIEA–TRHCA 

a. Legislative Requirement 

Section 106(b)(1) of the MIEA– 
TRHCA (Pub. L. 109–432) required 
MedPAC to submit to Congress, not later 
than June 30, 2007, a report on the 
Medicare wage index classification 
system applied under the Medicare 
IPPS. Section 106(b) of MIEA–TRHCA 
required the report to include any 
alternatives that MedPAC recommends 
to the method to compute the wage 
index under section 1886(d)(3)(E) of the 
Act. 

In addition, section 106(b)(2) of the 
MIEA–TRHCA instructed the Secretary 
of Health and Human Services, taking 
into account MedPAC’s 
recommendations on the Medicare wage 
index classification system, to include 
in the FY 2009 IPPS proposed rule one 
or more proposals to revise the wage 
index adjustment applied under section 
1886(d)(3)(E) of the Act for purposes of 
the IPPS. The Secretary was also to 
consider each of the following: 

• Problems associated with the 
definition of labor markets for the wage 
index adjustment. 

• The modification or elimination of 
geographic reclassifications and other 
adjustments. 

• The use of Bureau of Labor 
Statistics (BLS) data or other data or 
methodologies to calculate relative 
wages for each geographic area. 

• Minimizing variations in wage 
index adjustments between and within 
MSAs and statewide rural areas. 
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• The feasibility of applying all 
components of CMS’ proposal to other 
settings. 

• Methods to minimize the volatility 
of wage index adjustments while 
maintaining the principle of budget 
neutrality. 

• The effect that the implementation 
of the proposal would have on health 
care providers and on each region of the 
country. 

• Methods for implementing the 
proposal(s), including methods to phase 
in such implementations. 

• Issues relating to occupational mix 
such as staffing practices and any 
evidence on quality of care and patient 
safety including any recommendation 
for alternative calculations to the 
occupational mix. 

In the FY 2009 IPPS final rule (73 FR 
48563 through 48567), we discussed the 
MedPAC’s study and recommendations, 
the CMS contract with Acumen, L.L.C. 
for assistance with impact analysis and 
study of wage index reform, and public 
comments we received on the MedPAC 
recommendations and the CMS/ 
Acumen study and analysis. 

b. Interim and Final Reports on Results 
of Acumen’s Study 

(1) Interim Report on Impact Analysis of 
Using MedPAC’s Recommended Wage 
Index 

In the FY 2009 IPPS final rule (73 FR 
48566 through 48567), we discussed the 
analysis conducted by Acumen 
comparing use of the MedPAC 
recommended wage indices to the 
current CMS wage index. We refer 
readers to section III.B.1.e. of that final 
rule for a full discussion of the impact 
analysis as well as to Acumen’s interim 
report available on the Web site: http:// 
www.acumenllc.com/reports/cms. 

(2) Acumen’s Final Report on Analysis 
of the Wage Index Data and 
Methodology 

Acumen’s final report addressing the 
issues in section 106(b)(2) of the MIEA– 
TRHCA is divided into two parts. In the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 43824), we provided a 
description of Acumen’s analyses for 
both parts. The first part of Acumen’s 
final report analyzed the strengths and 
weaknesses of the data sources used to 
construct the MedPAC and CMS 
indexes. The first part of the report was 
published on Acumen’s Web site after 
the publication of the FY 2010 IPPS/RY 
2010 LTCH PPS proposed rule. In its 
conclusion, Acumen suggested that 
MedPAC’s recommended methods for 
revising the wage index represented an 

improvement over the existing methods, 
and that the BLS data should be used so 
that the MedPAC approach can be 
implemented. 

The second part of Acumen’s final 
report focuses on the methodology of 
wage index construction and covers 
issues related to the definition of wage 
areas and methods of adjusting for 
differences among neighboring wage 
areas, as well as reasons for differential 
impacts of shifting to a new index. 
Acumen published the second part of its 
final report in March 2010 on its Web 
site at: http://www./acumenllc.com/ 
reports/cms. In particular, the report 
analyzes MedPAC’s recommended 
method of improving upon the 
definition of the wage areas used in the 
current wage index. MedPAC’s method 
first blends MSA and county-level 
wages and then implements a 
‘‘smoothing’’ step that limits differences 
in wage index values between adjacent 
counties to no more than 10 percent. 
Acumen found MedPAC’s method to be 
an improvement over the current wage 
index construct. However, although 
MedPAC’s method diminishes the size 
of differences between adjacent areas, 
Acumen suggested that MedPAC’s 
method does not guarantee an accurate 
representation of a hospital labor market 
and would not necessarily eliminate or 
reduce hospitals’ desire to reclassify for 
a higher wage index. Acumen 
recommended further exploration of 
labor market area definitions using a 
wage area framework based on hospital- 
specific characteristics, such as 
commuting times from hospitals to 
population centers, to construct a more 
accurate hospital wage index. Acumen 
suggested that such an approach offers 
the greatest potential for replacing or 
greatly reducing the need for hospital 
reclassifications and exceptions. 

We indicated in the FY 2009 IPPS 
final rule (73 FR 48566) that, in 
developing any proposal(s) for 
additional wage index reform that may 
be included in the FY 2010 IPPS 
proposed rule, we would consider all of 
the public comments on the MedPAC 
recommendations that we had received 
in that proposed rulemaking cycle, 
along with the interim and final reports 
to be submitted to us by Acumen. As 
Acumen’s study was not complete at the 
time of issuance of the FY 2010 IPPS/ 
RY 2010 LTCH PPS proposed rule, we 
did not propose any additional changes 
to the hospital wage index for the FY 
2010 IPPS. We also did not propose any 
additional changes regarding reforming 
the wage index for the FY 2011 IPPS. 
We welcomed comments regarding the 
second part of Acumen’s final report. 

Comment: Several commenters 
addressed the data source for 
constructing the wage index. One 
commenter supported the use of BLS 
data and suggested that a simplified, 
standard dataset will eliminate 
unnecessary reclassifications and 
inconsistencies among Medicare 
contractors and create a more valid 
wage index calculation. Other 
commenters reiterated the concerns 
about the shortcomings of the BLS data 
that they expressed in public comments 
summarized in the FY 2009 IPPS final 
rule (73 FR 48564). One commenter 
suggested that CMS use data that reflect 
the price of labor rather than the cost of 
labor in constructing the wage index. 
The commenter also suggested that the 
wage index include data from SNFs and 
other postacute care settings because the 
wage index is also applied in those 
Medicare provider payment systems. 

Regarding the methodology for 
constructing the wage index, several 
commenters shared Acumen’s concern 
that MedPAC’s blending and smoothing 
methodology may not be well suited for 
the Medicare wage index because it may 
mask actual geographic variations in 
wage levels. However, the commenters 
supported MedPAC’s suggestion of 
varying wage indices by more refined 
areas, such as counties. Several 
commenters also expressed interest in 
Acumen’s suggestion for further 
exploration of labor market area 
definitions based on hospital specific 
characteristics, such as the commuting 
times from hospitals to population 
centers. 

One national hospital association 
recommended that CMS consider the 
following guiding principles as it 
evaluates options for improving the 
wage index system: 

‘‘Any new system should— 
• Be fair and accurately reflect the labor 

marketplace for hospitals, e.g., consider only 
hospital wage and benefit costs rather than 
broader labor market costs; 

• Provide predictable payments; 
• Be stable; 
• Be transparent so that the data may be 

examined and verified; 
• Minimize the administrative burden on 

hospitals; 
• Utilize the most current information 

possible; 
• Define boundaries that capture 

meaningful relationships between labor 
markets, to reduce the need for exceptions 
and reclassifications; 

• Due to the imperfection of any current 
labor market definition that we are aware of, 
provide an exception process for hospitals 
with labor costs atypical for areas to which 
they have been assigned; 

• Use consistent definitions, 
methodologies, rules, and interpretations 
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across the nation for the acquisition and 
application of data; 

• Include a transition from the old to the 
new system that is not disruptive; it should 
include a phased-in transition period if 
necessary to protect hospitals from abrupt 
reductions in payment levels; and 

• Not let perfection be the enemy of the 
better.’’ 

Commenters generally urged CMS to 
move forward cautiously and ensure a 
thorough process for evaluating changes 
to the existing wage index. 

Response: As discussed in section 
III.B.4. of the preamble in this final rule, 
section 3137(b) of the Affordable Care 
Act requires the Secretary of Health and 
Human Services to submit to Congress, 
not later than December 31, 2011, a 
report that includes a plan to reform the 
Medicare wage index applied under the 
Medicare IPPS. We will consider the 
MedPAC’s and Acumen’s reports and 
findings, along with all of the public 
comments and suggestions we have 
received, as we evaluate ways for 
improving the wage index. 

2. FY 2009 Policy Changes in Response 
to Requirements Under Section 106(b) 
of the MIEA–TRHCA and Subsequent 
Changes Under Sections 3137(c) and 
3141 of the Affordable Care Act 

To implement the requirements of 
section 106(b) of the MIEA–TRHCA and 
respond to MedPAC’s recommendations 
in its June 2007 report to Congress, in 
the FY 2009 IPPS final rule (73 FR 
48567 through 48574), we made policy 
changes to the wage index relating to 
geographic reclassification average 
hourly wage comparison criteria and 
rural and imputed floor budget 
neutrality. (We refer readers to the FY 
2009 IPPS final rule for a full discussion 
of the basis for the proposals, the public 
comments received, and the FY 2009 
final policy.) In the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43825), we reiterated these policy 
changes, especially as they related to the 
FY 2010 IPPS. However, provisions of 
the Affordable Care Act recently 
changed the reclassification average 
hourly wage comparison criteria and 
rural and imputed floor budget 
neutrality policies that we adopted in 
FY 2009. 

a. Reclassification Average Hourly Wage 
Comparison Criteria 

In the FY 2009 IPPS final rule, we 
adopted the policy to adjust the 
reclassification average hourly wage 
standard, comparing a reclassifying 
hospital’s (or county hospital group’s) 
average hourly wage relative to the 
average hourly wage of the area to 
which it seeks reclassification. (We refer 

readers to the FY 2009 IPPS final rule 
for a full discussion of the basis for the 
proposals the public comments received 
and the FY 2009 final policies.) We 
provided for a phase-in of the 
adjustment over 2 years. For 
applications for reclassification for the 
first transitional year, FY 2010, the 
average hourly wage standards were set 
at 86 percent for urban hospitals and 
group reclassifications, and 84 percent 
for rural hospitals. For applications for 
reclassification for FY 2011 (for which 
the application deadline was September 
1, 2009) and for subsequent fiscal years, 
the average hourly wage standards were 
88 percent for urban and group 
reclassifications and 86 percent for rural 
hospitals. Sections 412.230, 412.232, 
and 412.234 of the regulations were 
revised accordingly. These policies were 
adopted in the FY 2009 IPPS final rule 
and were reflected in the wage index in 
the Addendum to the FY 2011 IPPS 
proposed rule, which appeared in the 
Federal Register on May 4, 2010. 

However, as we discussed in the 
supplemental proposed rule to the FY 
2011 IPPS/LTCH PPS proposed rule 
issued in the Federal Register on June 
2, 2010 (75 FR 30919), the provisions of 
section 3137(c) of the Affordable Care 
Act revised the average hourly wage 
standards. Specifically, section 3137(c) 
restored the average hourly wage 
standards that were in place for FY 2008 
(that is, 84 percent for urban hospitals, 
85 percent for group reclassifications, 
and 82 percent for rural hospitals) for 
applications for reclassification for FY 
2011 and for each subsequent fiscal year 
until the first fiscal year beginning on or 
after the date that is one year after the 
Secretary of Health and Human Services 
submits a report to Congress on a plan 
for reforming the wage index under 
section 3137(b) of the Affordable Care 
Act. Section 3137(c) of the Affordable 
Care Act also requires the revised 
average hourly wage standards to be 
applied in a budget neutral manner. We 
note that section 3137(c) of the 
Affordable Care Act does not provide for 
the revised average hourly wage 
standards to be applied retroactively, 
nor does it change the statutory 
deadline for applications for 
reclassification for FY 2011. Under 
section 1886(d)(10) of the Act, the 
Medicare Geographic Classification 
Review Board (MGCRB) considers 
applications by hospitals for geographic 
reclassification for purposes of payment 
under the IPPS. Hospitals must apply to 
the MGCRB to reclassify 13 months 
prior to the start of the fiscal year for 
which reclassification is sought 
(generally by September 1). For 

reclassifications for the FY 2011 wage 
index, the deadline for applications was 
September 1, 2009 (74 FR 43838). 

As we discussed in the June 2, 2010 
FY 2011 supplemental proposed rule 
(75 FR 30919 and 30920), in our 
proposed implementation of section 
3137(c) of the Affordable Care Act, we 
requested the assistance of the MGCRB 
in determining, for applications 
received by September 1, 2009, whether 
additional hospitals would qualify for 
reclassification for FY 2011 based on the 
revised average hourly wage standards 
of 84 percent for urban hospitals, 85 
percent for group reclassifications, and 
82 percent for rural hospitals restored 
by section 3137(c). We determined that 
18 additional hospitals would qualify 
for reclassification for FY 2011. In 
addition, 5 hospitals, for which the 
MGCRB granted reclassifications to their 
secondary requested areas for FY 2011, 
would qualify for reclassifications 
instead to their primary requested areas 
because they now meet the average 
hourly wage criteria to reclassify to 
those areas. Therefore, in accordance 
with § 412.278 of the regulations, in 
which paragraph (c) provides the 
Administrator discretionary authority to 
review any final decision of the 
MGCRB, we submitted a letter to the 
Administrator requesting that she 
review and amend the MGCRB’s 
decision and grant the 23 hospitals their 
requested reclassifications (or primary 
reclassifications) for FY 2011. The 
proposed wage index in the Addendum 
to the June 2, 2010 supplemental 
proposed rule (75 FR 30984) reflected 
these changes in hospital 
reclassifications, although the 
Administrator had not issued all of her 
decisions by the issuance date of the 
supplemental proposed rule. We stated 
that any changes to the FY 2011 wage 
index, as a result of the Administrator’s 
actual decision issued under 
§ 412.278(c), or an amendment of the 
Administrator’s decision issued under 
§ 412.278(g), would be reflected in the 
FY 2011 IPPS final rule. As a result of 
her review, the Administrator amended 
the MGCRB’s decision for 22 of the 23 
hospitals for the FY 2011 wage index. 
One hospital had decided to withdraw 
its approved reclassification for FYs 
2011 through 2013 and, instead, ‘‘fall 
back’’ to its prior reclassification for FYs 
2010 through 2012. (We refer readers to 
42 CFR 412.273 and the discussion on 
withdrawals, terminations, and ‘‘fall 
back’’ reclassifications in section 
III.I.3.a. of the preamble in this final 
rule.) 

In the June 2, 2010 supplemental 
proposed rule (75 FR 30973), we 
proposed to amend §§ 412.230, 412.232, 
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and 412.234 to reflect the average 
hourly wage reclassification criteria 
restored by section 3137(c) of the 
Affordable Care Act. 

Comment: Several commenters urged 
CMS to use its administrative discretion 
to open an additional short window of 
opportunity for FY 2011 reclassification 
application. The commenters stated that 
some hospitals did not meet the average 
hourly wage criteria in effect as of the 
September 1, 2009 deadline, and, 
therefore, did not apply for 
reclassification for FY 2011; however, 
they meet the revised criteria and 
should be allowed a fair and equitable 
opportunity to reclassify. The 
commenters suggested that only a fairly 
limited number of hospitals would 
apply, so the workloads for CMS and 
the MGCRB should be manageable. 

Response: As we discussed above, the 
deadline for application for 
reclassification is established through 
statute, under section 1886(d)(10) of the 
Act. Therefore, we believe that if the 
Congress had intended for hospitals to 
be afforded another opportunity to 
apply for reclassification for FY 2011 
due to the revisions made by section 
3137(c) of the Affordable Care Act, the 
Congress also would have established 
such opportunity through a provision of 
the law. We also believe that the 
commenters may have underestimated 
the workload and time required for the 
suggested additional window of 
opportunity and that such opportunity, 
instead, would have been very 
disruptive to the development and 
publication of the IPPS proposed and 
final rates for FY 2011. Given the 
amount of time it would have taken 
after the March 23, 2010 enactment date 
of the law for CMS to (1) Establish and 
implement a process for the additional 
application period, (2) allow hospitals 
sufficient time to submit their 
applications to the MGCRB, and (3) 
allow a sufficient period of time for the 
MGCRB to review the applications and 
make its decisions, the additional 
reclassifications would not have been 
determined in time for inclusion in the 
FY 2011 IPPS/LTCH PPS proposed rule 
or the supplemental proposed rule, and 
there would not be sufficient time to 
gather and consider comments regarding 
the effects of this application period on 
other nonreclassified hospitals as well 
as the hospitals that were able to take 
advantage of the second window for 
application. 

We believe that our proposed 
implementation of section 3137(c) is the 
least disruptive and intended approach. 
Therefore, we are adopting our proposal 
as final in this FY 2011 IPPS/LTCH PPS 
final rule. The wage index in the 

Addendum to this final rule reflects the 
reclassifications that resulted from the 
Administrator’s reversal of the MGCRB’s 
decision for 22 hospitals that applied by 
September 1, 2009 and meet the revised 
average hourly wage criteria. In 
addition, we are adopting as final, 
without modification, the proposed 
revisions to §§ 412.230, 412.232, and 
412.234 of the regulations to codify the 
revised average hourly wage criteria. 

b. Budget Neutrality Adjustment for the 
Rural and Imputed Floors 

In the FY 2009 IPPS final rule (73 FR 
48574 through 48575), we adopted State 
level budget neutrality (rather than the 
national budget neutrality adjustment) 
for the rural and imputed floors, 
effective beginning with the FY 2009 
wage index and incorporated this policy 
in our regulation at § 412.64(e)(4). 
Specifically, the regulations specified 
that CMS makes an adjustment to the 
wage index to ensure that aggregate 
payments after implementation of the 
rural floor under section 4410 of the 
Balanced Budget Act of 1997 (Pub. L. 
105–33) and the imputed floor under 
§ 412.64(h)(4) are made in a manner that 
ensures that aggregate payments to 
hospitals are not affected and that, 
beginning October 1, 2008, we would 
transition from a nationwide adjustment 
to a statewide adjustment, with a 
statewide adjustment fully in place by 
October 1, 2010. 

These policies for the rural and 
imputed floors were adopted in the FY 
2009 IPPS final rule and were reflected 
in the proposed wage index in the 
Addendum to the FY 2011 IPPS/LTCH 
PPS proposed rule, published in the 
Federal Register on May 4, 2010 (75 FR 
23937 and 23938). However, as we 
discussed in the June 2, 2010 
supplemental FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 30920), these 
policies were recently changed by the 
provisions of section 3141 of the 
Affordable Care Act. Specifically, 
section 3141 of the Affordable Care Act 
rescinded our policy that established a 
statewide budget neutrality adjustment 
for the rural and imputed floors and, 
instead, restored a uniform, national 
adjustment to the area wage index, 
beginning with the FY 2011 wage index. 

In addition, we note that the imputed 
floor is set to expire on September 30, 
2011. As we indicated in the 
supplemental proposed rule, we are not 
reading the language of section 3141 of 
the Affordable Care Act as altering this 
expiration date. Section 3141 of the 
Affordable Care Act requires that the 
Secretary ‘‘administer subsection (b) of 
such section 4410 and paragraph (e) of 
* * * section 412.64 in the same 

manner as the Secretary administered 
such subsection (b) and paragraph (e) 
for discharges occurring during fiscal 
year 2008 (through a uniform, national 
adjustment to the area wage index).’’ 
Thus, section 3141 of the Affordable 
Care Act is governing how we apply 
budget neutrality, under the authorities 
of § 412.64(e) and section 4410(b) of the 
Balanced Budget Act, but it does not 
alter § 412.64(h) of our regulations 
(which includes the imputed floor and 
its expiration date). To the extent there 
is an imputed floor, section 3141 of the 
Affordable Care Act governs budget 
neutrality for that floor, but it does not 
continue the imputed floor beyond the 
expiration date already included in our 
regulations. 

In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule issued in 
the Federal Register on June 2, 2010, we 
proposed to revised the regulations at 
§ 412.64(e) to reflect the changes made 
by section 3141 of the Affordable Care 
Act that restored a uniform, national 
adjustment to the area wage index, 
beginning with the FY 2011 wage index. 
We did not propose any other special 
rules or procedures for implementing 
the provisions of section 3141. 

Comment: A few commenters favored 
the provision of section 3141 to restore 
the national adjustment to the wage 
index; other commenters objected to the 
provision. 

Response: We appreciate the support 
of the commenters. Regarding the 
comment objecting to the provision, we 
are obligated to implement the 
provisions of the law. 

In accordance with the law, we are 
adopting as a final policy in this final 
rule, a uniform, national budget 
neutrality adjustment for the rural and 
imputed floors, which, for FY 2011, is 
a factor of 0.996641. The wage index in 
the Addendum to this final rule reflects 
this policy. In addition, we are adopting 
as final, without modification, the 
proposed changes to § 412.64(e) of the 
regulations to incorporate the 
restoration provisions of section 3141 of 
the Affordable Care Act. 

3. Floor for Area Wage Index for 
Hospitals in Frontier States 

Section 10324(a)(1) of the Affordable 
Care Act amended section 1886(d)(3)(E) 
of the Act by adding a provision under 
new subsection (iii) to establish an 
adjustment to create a wage index floor 
of 1.00 for all hospitals located in States 
determined to be ‘‘frontier States,’’ 
beginning in FY 2011. The new section 
1886(d)(3)(E)(iii)(II) of the Act defines a 
‘‘frontier State’’ as a State in which at 
least 50 percent of the counties in the 
State are determined to be ‘‘frontier 
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counties.’’ The new section 
1886(d)(3)(E)(iii)(III) of the Act defines a 
‘‘frontier county’’ as a county in which 
the population per square mile is less 
than 6 persons. The new section 
1886(d)(3)(E)(iii)(IV) of the Act specifies 
that this provision for the frontier State 
floor shall not apply to hospitals that are 
receiving a nonlabor-related share 
adjustment under section 1886(d)(5)(H) 
of the Act, that is, hospitals in Alaska 
or Hawaii. 

To implement the provision for the 
frontier State floor adjustment, in the FY 
2011 IPPS/LTCH PPS supplemental 
proposed rule published in the Federal 
Register on June 2, 2010 (75 FR 30920), 
we proposed to identify frontier 
Counties by analyzing population data 
and county definitions based upon the 
most recent annual Population 
Estimates published by the U.S. Census 
Bureau. We proposed to divide each 
county’s population total by each 
county’s reported land area (according 
to the decennial census) in square miles 
to establish population density. We also 
proposed to update this analysis from 
time to time, such as upon publication 
of a subsequent decennial census and, if 
necessary, add or remove qualifying 
States from the list of frontier States 
based on the updated analysis. 

In accordance with section 
1886(d)(3)(E)(iii) of the Act, as added by 
section 10324(a)(1) of the Affordable 
Care Act, all PPS hospitals located 
within a State that qualifies as a frontier 
State will receive either the higher of its 
post-reclassification wage index rate, or 
a wage index with a minimum value of 
1.00. In the June 2, 2010 supplemental 
proposed rule, we proposed that, for a 
hospital that is geographically located in 
a frontier State and is reclassified under 
section 1886(d)(10) of the Act to a CBSA 
in a non-frontier State, the hospital 
would receive a wage index that is the 
higher of the reclassified area wage 
index or the minimum wage index of 
1.00. In accordance with section 
10324(a)(2) of the Affordable Care Act, 
the frontier State adjustment will not be 
subject to budget neutrality under 
section 1886(d)(3)(E) of the Act, and 
will only be extended to hospitals 
geographically located within a Frontier 
State. In the June 2, 2010 supplemental 
proposed rule, we proposed to calculate 
and apply the frontier State floor 
adjustments after rural and imputed 
floor budget neutrality adjustments are 
calculated for all labor market areas, so 
as to ensure that no hospital in a 
Frontier State will receive a wage index 

of less than 1.00 due to the rural and 
imputed floor adjustment. We invited 
public comment on these proposals 
regarding our methods for determining 
frontier States, and for calculation and 
application of the adjustment. 

In the June 2, 2010 supplemental 
proposed rule (75 FR 30971), we 
proposed to establish a new paragraph 
(m) under § 412.64 to incorporate the 
provisions of section 1886(d)(3)(E)(iii) of 
the Act, as added by section 10324(a)(1) 
of the Affordable Care Act. 

Comment: Commenters supported the 
proposed methods for implementation 
of the frontier States floor adjustment to 
the area wage index provided for under 
section 1886(d)(3)(E)(iii) of the Act. 

Response: We appreciate the 
commenters’ support. 

In this final rule, we are 
implementing the frontier State floor 
adjustment using the criteria described 
above that we are finalizing in this final 
rule. For the final FY 2011 IPPS wage 
indices, based on the criteria described 
above, we identified the following 
frontier States that will receive the floor 
adjustment for FY 2011. These frontier 
States also are identified by a footnote 
in Table 4D–2 of the Addendum to this 
final rule. 

FRONTIER STATES IDENTIFIED FOR THE FY 2011 WAGE INDEX FLOOR ADJUSTMENT UNDER SECTION 10324(a) OF THE 
AFFORDABLE CARE ACT 

State Total 
counties 

Frontier 
counties 

Percent of 
counties 

identified as 
frontier 

Montana ................................................................................................................................................... 56 45 80 
Wyoming .................................................................................................................................................. 23 17 74 
North Dakota ............................................................................................................................................ 53 36 68 
Nevada ..................................................................................................................................................... 17 11 65 
South Dakota ........................................................................................................................................... 66 34 52 

Figures in table based on: 
—Population Data set available at: http://www.census.gov/popest/estimates.html (2009 County Total Population Estimates). 
—Land Area Dataset available at: http://factfinder.census.gov/ (Decennial Census Geographic Comparison Tables: ‘‘United States—County by 

State and for Puerto Rico’’). 

After consideration of the public 
comments we received, we are adopting 
as final, without modification, the 
proposed addition of new paragraph (m) 
under § 412.64 of the regulations to 
incorporate the provisions of section 
1886(d)(3)(E)(iii) of the Act, as added by 
section 10324(a)(1) of the Affordable 
Care Act, by specifying the criteria for 
adjusting the wage index to account for 
the frontier State floor adjustment, the 
amount of the wage index adjustment, 
and our process for determining and 
posting the wage index adjustments. 

4. Plan for Reforming the Wage Index 
Under Section 3137(b) of Affordable 
Care Act 

As we discussed in the June 2, 2010 
supplemental proposed rule (75 FR 
30919), section 3137(b) of the 
Affordable Care Act requires the 
Secretary of Health and Human Services 
to submit to Congress, not later than 
December 31, 2011, a report that 
includes a plan to reform the Medicare 
wage index applied under the Medicare 
IPPS. In developing the plan, the 
Secretary of Health and Human Services 
must take into consideration the goals 
for reforming the wage index that were 
set forth by MedPAC in its June 2007 

report entitled, ‘‘Report to Congress: 
Promoting Greater Efficiency in 
Medicare’’, including establishing a new 
system that— 

• Uses Bureau of Labor of Statistics 
(BLS) data, or other data or 
methodologies, to calculate relative 
wages for each geographic area; 

• Minimizes wage index adjustments 
between and within MSAs and 
statewide rural areas; 

• Includes methods to minimize the 
volatility of wage index adjustments 
while maintaining budget neutrality in 
applying such adjustments; 

• Takes into account the effect that 
implementation of the system would 
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have on health care providers and on 
each region of the country; 

• Addresses issues related to 
occupational mix, such as staffing 
practices and ratios, and any evidence 
on the effect on quality of care or patient 
safety as a result of the implementation 
of the system; and 

• Provides for a transition. 
In addition, section 3137(b)(3) of the 

Affordable Care Act requires the 
Secretary of Health and Human Services 
to consult with relevant affected parties 
in developing the plan. Although the 
provisions of section 3137(b) of the 
Affordable Care Act will not have an 
actual impact on the FY 2011 wage 
index, we notified the public of the 
provisions in the supplemental 
proposed rule so that they would have 
an opportunity to provide comments 
and suggestions on how they may 
participate in developing the plan. 

Comment: A few commenters 
encouraged CMS to involve the industry 
in the process. One commenter in 
particular suggested that CMS should 
adopt an advisory commission approach 
in addressing future changes to the wage 
index. 

Response: We will consider these 
suggestions in developing our plan for 
meeting the requirements of section 
3137(b) of the Affordable Care Act. 

C. Core-Based Statistical Areas for the 
Hospital Wage Index 

The wage index is calculated and 
assigned to hospitals on the basis of the 
labor market area in which the hospital 
is located. In accordance with the broad 
discretion under section 1886(d)(3)(E) of 
the Act, beginning with FY 2005, we 
define hospital labor market areas based 
on the Core-Based Statistical Areas 
(CBSAs) established by OMB and 
announced in December 2003 (69 FR 
49027). For a discussion of OMB’s 
revised definitions of CBSAs and our 
implementation of the CBSA 
definitions, we refer readers to the 
preamble of the FY 2005 IPPS final rule 
(69 FR 49026 through 49032). 

As with the FY 2010 final rule, in the 
FY 2011 proposed rule, we proposed to 
provide that hospitals receive 100 
percent of their wage index based upon 
the CBSA configurations. Specifically, 
for each hospital, we proposed to 
determine a wage index for FY 2011 
employing wage index data from 
hospital cost reports for cost reporting 
periods beginning during FY 2007 and 
using the CBSA labor market 
definitions. We consider CBSAs that are 
MSAs to be urban, and CBSAs that are 
Micropolitan Statistical Areas as well as 
areas outside of CBSAs to be rural. In 
addition, it has been our longstanding 

policy that where an MSA has been 
divided into Metropolitan Divisions, we 
consider the Metropolitan Division to 
comprise the labor market areas for 
purposes of calculating the wage index 
(69 FR 49029) (regulations at 
§ 412.64(b)(1)(ii)(A)). 

On December 1, 2009, OMB 
announced changes to the principal 
cities and, if applicable, titles of a 
number of CBSAs and Metropolitan 
Divisions (OMB Bulletin No. 10–2). The 
changes to the principal cities and titles 
are as follows: 

• San Marcos, TX qualifies as a new 
principal city of the Austin-Round 
Rock, TX CBSA. The new title is Austin- 
Round Rock-San Marcos, TX CBSA. 

• Delano, CA qualifies as a new 
principal city of the Bakersfield, CA 
CBSA. The new title: Bakersfield- 
Delano, CA CBSA. 

• Conroe, TX qualifies as a new 
principal city of the Houston-Sugar 
Land-Baytown, TX CBSA. The CBSA 
title is unchanged. 

• North Port, FL qualifies as a new 
principal city of the Bradenton-Sarasota- 
Venice, FL CBSA. The new title is North 
Port-Bradenton-Sarasota, FL CBSA. The 
new code is CBSA 35840. 

• Sanford, FL qualifies as a new 
principal city of the Orlando- 
Kissimmee, FL CBSA. The new title is 
Orlando-Kissimmee-Sanford, FL CBSA. 

• Glendale, AZ qualifies as a new 
principal city of the Phoenix-Mesa- 
Scottsdale, AZ CBSA. The new title is 
Phoenix-Mesa-Glendale, AZ CBSA. 

• Palm Desert, CA qualifies as a new 
principal city of the Riverside-San 
Bernardino-Ontario, CA CBSA. The 
CBSA title is unchanged. 

• New Braunfels, TX qualifies as a 
new principal city of the San Antonio, 
TX CBSA. The new title is San Antonio- 
New Braunfels, TX CBSA. 

• Auburn, WA qualifies as a new 
principal city of the Seattle-Tacoma- 
Bellevue, WA CBSA. The CBSA title is 
unchanged. 

The changes to titles resulting from 
changes to the order of principal cities 
based on population are as follows: 

• Rockville, MD replaces Frederick, 
MD as the second most populous 
principal city in the Bethesda-Frederick- 
Rockville, MD Metropolitan Division. 
The new title is Bethesda-Rockville- 
Frederick, MD Metropolitan Division. 

• Rock Hill, SC replaces Concord, NC 
as the third most populous principal 
city in the Charlotte-Gastonia-Concord, 
NC-SC CBSA. The new title is Charlotte- 
Gastonia-Rock Hill, NC-SC CBSA. 

• Joliet, IL replaces Naperville, IL as 
the second most populous principal city 
in the Chicago-Naperville-Joliet, IL 
Metropolitan Division. The new title is 

Chicago-Joliet-Naperville, IL 
Metropolitan Division. 

• Crestview, FL replaces Fort Walton 
Beach, FL as the most populous 
principal city in the Fort Walton Beach- 
Crestview-Destin, FL CBSA. The new 
title is Crestview-Fort Walton Beach- 
Destin, FL CBSA. The new code is 
18880. 

• Hillsboro, OR replaces Beaverton, 
OR as the third most populous principal 
city in the Portland-Vancouver- 
Beaverton, OR-WA CBSA. The new title 
is Portland-Vancouver-Hillsboro, 
OR-WA CBSA. 

• Steubenville, OH replaces Weirton, 
WV as the most populous principal city 
in the Weirton-Steubenville, WV-OH 
CBSA. The new title is Steubenville- 
Weirton, OH-WV CBSA. The new CBSA 
code is 44600. 

The OMB bulletin is available on the 
OMB Web site at http:// 
www.whitehouse.gov/OMB—go to 
‘‘Agency Information’’ and click on 
‘‘Bulletins’’. 

We received one public comment on 
the proposed rule that commended CMS 
for continuing to incorporate OMB 
changes to the geographic area 
definitions used under the IPPS. CMS 
will apply these changes to the IPPS 
beginning October 1, 2010. 

D. Occupational Mix Adjustment to the 
FY 2011 Wage Index 

As stated earlier, section 1886(d)(3)(E) 
of the Act provides for the collection of 
data every 3 years on the occupational 
mix of employees for each short-term, 
acute care hospital participating in the 
Medicare program, in order to construct 
an occupational mix adjustment to the 
wage index, for application beginning 
October 1, 2004 (the FY 2005 wage 
index). The purpose of the occupational 
mix adjustment is to control for the 
effect of hospitals’ employment choices 
on the wage index. For example, 
hospitals may choose to employ 
different combinations of registered 
nurses, licensed practical nurses, 
nursing aides, and medical assistants for 
the purpose of providing nursing care to 
their patients. The varying labor costs 
associated with these choices reflect 
hospital management decisions rather 
than geographic differences in the costs 
of labor. 

1. Development of Data for the FY 2011 
Occupational Mix Adjustment Based on 
the 2007–2008 Occupational Mix 
Survey 

As provided for under section 
1886(d)(3)(E) of the Act, we collect data 
every 3 years on the occupational mix 
of employees for each short-term, acute 
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care hospital participating in the 
Medicare program. 

For the FY 2010 hospital wage index, 
we used occupational mix data 
collected on a revised 2007–2008 
Medicare Wage Index Occupational Mix 
Survey (the 2007–2008 survey) to 
compute the occupational mix 
adjustment for FY 2010. (We refer 
readers to the FY 2010 IPPS final rule 
(74 FR 43827) for a detailed discussion 
of the 2007–2008 survey.) Again, for the 
FY 2011 hospital wage index, we used 
data from the 2007–2008 survey 
(including revised data for 45 hospitals) 
to compute the FY 2011 adjustment. 

2. New 2010 Occupational Mix Survey 
for the FY 2013 Wage Index 

As stated earlier, section 304(c) of 
Public Law 106–554 amended section 
1886(d)(3)(E) of the Act to require CMS 
to collect data every 3 years on the 
occupational mix of employees for each 
short-term, acute care hospital 
participating in the Medicare program. 
We used occupational mix data 
collected on the 2007–2008 survey to 
compute the occupational mix 
adjustment for FY 2010 and the FY 2011 
wage index in this final rule. We also 
plan to use the 2007–2008 survey data 
for the FY 2012 wage index. Therefore, 
a new measurement of occupational mix 
will be required for FY 2013. 

Since we implemented the 2007–2008 
survey, we received several public 
comments suggesting further 
improvements to the occupational mix 
survey. Specifically, commenters 
recommended that CMS use the 
calendar year (that is, January 1 through 
December 31) as the 1-year reporting 
period instead of July 1 through June 30. 
Commenters also requested that CMS 
allow for a 6-month period after the end 
of the survey reporting period for 
hospitals to complete and submit their 
data to their Medicare fiscal 
intermediaries and MACs. The 
commenters suggested that these 
changes will allow hospitals more time 
to develop their occupational mix data 
before submitting the data to the 
Medicare contractors and CMS for use 
in development of the wage index. 
Based on these comments, we revised 
the occupational mix survey. The new 
2010 survey (Form CMS–10079 (2010)) 
will provide for the collection of 
hospital-specific wages and hours data 
for calendar year 2010 (that is, payroll 
periods ending between January 1, 2010 
and December 31, 2010) and will be 
applied beginning with the FY 2013 
wage index. 

On September 4, 2009, we published 
in the Federal Register a notice 
soliciting comments on the proposed 

2010 survey (74 FR 45860). The 
comment period for the notice ended on 
November 3, 2009. After considering the 
comments we received, we made a few 
minor editorial changes and published 
the final 2010 survey in the Federal 
Register on January 15, 2010 (75 FR 
2548). The survey was approved by 
OMB on February 26, 2010 (OMB 
control number 0938–0907) and is 
available on the CMS Web site at: 
http://www.cms.hhs.gov/
AcuteInpatientPPS/WIFN/ 
list.asp#TopOfPage, and through the 
fiscal intermediaries/MACs. Hospitals 
are required to submit their completed 
2010 surveys to their fiscal 
intermediaries/MACs by July 1, 2011. 
The preliminary, unaudited 2010 survey 
data will be released in early October 
2011, along with the FY 2009 Worksheet 
S–3 wage data, for the FY 2013 wage 
index review and correction process. 

Although, in the FY 2011 proposed 
rule, we did not propose any changes or 
solicit comments pertaining to the 2010 
occupational mix survey, we received 
one comment that commended CMS for 
its decision to provide for a calendar 
year reporting period and a submission 
deadline that is 6 months after the end 
of the reporting period. The commenter 
believed that this timeframe will 
increase both the survey’s accuracy and 
submission rate. 

3. Calculation of the Occupational Mix 
Adjustment for FY 2011 

For FY 2011 (as we did for FY 2010), 
we calculated the occupational mix 
adjustment factor using the following 
steps: 

Step 1—For each hospital, determine 
the percentage of the total nursing 
category attributable to a nursing 
subcategory by dividing the nursing 
subcategory hours by the total nursing 
category’s hours. Repeat this 
computation for each of the four nursing 
subcategories: Registered nurses; 
licensed practical nurses; nursing aides, 
orderlies, and attendants; and medical 
assistants. 

Step 2—Determine a national average 
hourly rate for each nursing subcategory 
by dividing a subcategory’s total salaries 
for all hospitals in the occupational mix 
survey database by the subcategory’s 
total hours for all hospitals in the 
occupational mix survey database. 

Step 3—For each hospital, determine 
an adjusted average hourly rate for each 
nursing subcategory by multiplying the 
percentage of the total nursing category 
(from Step 1) by the national average 
hourly rate for that nursing subcategory 
(from Step 2). Repeat this calculation for 
each of the four nursing subcategories. 

Step 4—For each hospital, determine 
the adjusted average hourly rate for the 
total nursing category by summing the 
adjusted average hourly rate (from Step 
3) for each of the nursing subcategories. 

Step 5—Determine the national 
average hourly rate for the total nursing 
category by dividing total nursing 
category salaries for all hospitals in the 
occupational mix survey database by 
total nursing category hours for all 
hospitals in the occupational mix 
survey database. 

Step 6—For each hospital, compute 
the occupational mix adjustment factor 
for the total nursing category by 
dividing the national average hourly 
rate for the total nursing category (from 
Step 5) by the hospital’s adjusted 
average hourly rate for the total nursing 
category (from Step 4). 

If the hospital’s adjusted average 
hourly rate is less than the national 
average hourly rate (indicating the 
hospital employs a less costly mix of 
nursing employees), the occupational 
mix adjustment factor is greater than 
1.0000. If the hospital’s adjusted average 
hourly rate is greater than the national 
average hourly rate, the occupational 
mix adjustment factor is less than 
1.0000. 

Step 7—For each hospital, calculate 
the occupational mix adjusted salaries 
and wage-related costs for the total 
nursing category by multiplying the 
hospital’s total salaries and wage-related 
costs (from Step 5 of the unadjusted 
wage index calculation in section III.G. 
of this preamble) by the percentage of 
the hospital’s total workers attributable 
to the total nursing category (using the 
occupational mix survey data, this 
percentage is determined by dividing 
the hospital’s total nursing category 
salaries by the hospital’s total salaries 
for ‘‘nursing and all other’’) and by the 
total nursing category’s occupational 
mix adjustment factor (from Step 6 
above). 

The remaining portion of the 
hospital’s total salaries and wage-related 
costs that is attributable to all other 
employees of the hospital is not 
adjusted by the occupational mix. A 
hospital’s all other portion is 
determined by subtracting the hospital’s 
nursing category percentage from 100 
percent. 

Step 8—For each hospital, calculate 
the total occupational mix adjusted 
salaries and wage-related costs for a 
hospital by summing the occupational 
mix adjusted salaries and wage-related 
costs for the total nursing category (from 
Step 7) and the portion of the hospital’s 
salaries and wage-related costs for all 
other employees (from Step 7). 
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To compute a hospital’s occupational 
mix adjusted average hourly wage, 
divide the hospital’s total occupational 
mix adjusted salaries and wage-related 
costs by the hospital’s total hours (from 
Step 4 of the unadjusted wage index 
calculation in section III.G. of this 
preamble). 

Step 9—To compute the occupational 
mix adjusted average hourly wage for an 
urban or rural area, sum the total 
occupational mix adjusted salaries and 
wage-related costs for all hospitals in 
the area, then sum the total hours for all 
hospitals in the area. Next, divide the 
area’s occupational mix adjusted 

salaries and wage-related costs by the 
area’s hours. 

Step 10—To compute the national 
occupational mix adjusted average 
hourly wage, sum the total occupational 
mix adjusted salaries and wage-related 
costs for all hospitals in the Nation, then 
sum the total hours for all hospitals in 
the Nation. Next, divide the national 
occupational mix adjusted salaries and 
wage-related costs by the national 
hours. The FY 2011 occupational mix 
adjusted national average hourly wage is 
$34.9664. 

Step 11—To compute the 
occupational mix adjusted wage index, 

divide each area’s occupational mix 
adjusted average hourly wage (Step 9) 
by the national occupational mix 
adjusted average hourly wage (Step 10). 

Step 12—To compute the Puerto Rico 
specific occupational mix adjusted wage 
index, follow Steps 1 through 11 above. 
The FY 2011 occupational mix adjusted 
Puerto Rico-specific average hourly 
wage is $14.7620. 

The table below is an illustrative 
example of the occupational mix 
adjustment. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C Because the occupational mix 
adjustment is required by statute, all 

hospitals that are subject to payments 
under the IPPS, or any hospital that 
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would be subject to the IPPS if not 
granted a waiver, must complete the 
occupational mix survey, unless the 
hospital has no associated cost report 
wage data that are included in the FY 
2011 wage index. For the FY 2007–2008 
survey, the response rate was 91.1 
percent. 

In computing the FY 2011 wage 
index, if a hospital did not respond to 
the occupational mix survey, or if we 
determined that a hospital’s submitted 
data were too erroneous to include in 
the wage index, we assigned the 
hospital the average occupational mix 
adjustment for the labor market area. 
This method has the least impact on the 
wage index for other hospitals in the 
area. For areas where no hospital 
submitted data for purposes of 
calculating the occupational mix 
adjustment, we applied the national 
occupational mix factor of 1.0000 in 
calculating the area’s FY 2011 
occupational mix adjusted wage index. 
In addition, if a hospital submitted a 
survey, but that survey data could not 
be used because we determine it to be 
aberrant, we also assigned the hospital 
the average occupational mix 
adjustment for its labor market area. For 
example, if a hospital’s individual nurse 
category average hourly wages were out 
of range (that is, unusually high or low), 
and the hospital did not provide 
sufficient documentation to explain the 
aberrancy, or the hospital did not 
submit any registered nurse salaries or 
hours data, we assigned the hospital the 
average occupational mix adjustment for 
the labor market area in which it is 
located. 

In calculating the average 
occupational mix adjustment factor for 
a labor market area, we replicated Steps 
1 through 6 of the calculation for the 
occupational mix adjustment. However, 
instead of performing these steps at the 
hospital level, we aggregated the data at 
the labor market area level. In following 
these steps, for example, for CBSAs that 
contain providers that did not submit 
occupational mix survey data, the 
occupational mix adjustment factor 
ranged from a low of 0.9249 (CBSA 
17780, College Station-Bryan, TX), to a 
high of 1.1196 (CBSA 40980, Saginaw- 
Saginaw Township North, MI). Also, in 
computing a hospital’s occupational 
mix adjusted salaries and wage-related 
costs for nursing employees (Step 7 of 
the calculation), in the absence of 
occupational mix survey data, we 
multiplied the hospital’s total salaries 
and wage-related costs by the 
percentage of the area’s total workers 
attributable to the area’s total nursing 
category. For FY 2011, there are five 
CBSAs (that include six hospitals) for 

which we did not have occupational 
mix data for any of its hospitals. The 
CBSAs are: 

• CBSA 21940 Fajardo, PR (one 
hospital) 

• CBSA 22140 Farmington, NM (one 
hospital) 

• CBSA 36140 Ocean City, NJ (one 
hospital) 

• CBSA 41900 San German-Cabo 
Rojo, PR (two hospitals) 

• CBSA 49500 Yauco, PR (one 
hospital) 

Since the FY 2007 IPPS final rule, we 
have periodically discussed applying a 
hospital-specific penalty to hospitals 
that fail to submit occupational mix 
survey data. (See 71 FR 48013 through 
48014; 72 FR 47314 through 47315; 73 
FR 48580; and 74 FR 43832.) During the 
FY 2008 rulemaking cycle, some 
commenters suggested a penalty equal 
to a 1- to 2-percent reduction in the 
hospital’s wage index value or a set 
percentage of the standardized amount. 
During the FY 2009 and FY 2010 
rulemaking cycles, several commenters 
reiterated their view that full 
participation in the occupational mix 
survey is critical, and that CMS should 
develop a methodology that encourages 
hospitals to report occupational mix 
survey data but does not unfairly 
penalize neighboring hospitals. We 
indicated in the FY 2010 IPPS/RY 2010 
LTCH PPS proposed rule that, while we 
were not proposing a penalty at that 
time, we would consider the public 
comments we previously received, as 
well as any public comments on the 
proposed rule, as we develop the 
proposed FY 2011 wage index. 

In the FY 2011 proposed rule, we 
stated that, in order to gain a better 
understanding of why some hospitals 
are not submitting the occupational mix 
data, we will require hospitals that do 
not submit occupational mix data to 
provide an explanation for not 
complying. This requirement will be 
effective beginning with the new 2010 
occupational mix survey (the 2010 
survey is discussed in section III.D.2. of 
this preamble). We will instruct fiscal 
intermediaries/MACs to begin gathering 
this information as part of the FY 2013 
wage index desk review process. We 
note that we reserve the right to apply 
a different approach in future years, 
including potentially penalizing 
nonresponsive hospitals. 

Comment: One commenter stated that 
it is unfair that some hospitals do not 
submit occupational mix data, while 
others consistently submit their data. 
The commenter also stated that there are 
presently no incentives for hospitals to 
submit occupational mix data, but 
praised CMS for beginning to take steps 

to address the issue by proposing to 
require hospitals that do not submit the 
data to provide an explanation for their 
noncompliance. The commenter 
suggested that CMS should still 
implement some kind of penalty in the 
form of a negative percentage 
adjustment to hospitals that do not 
submit occupational mix data, similar to 
what is done with hospitals that fail to 
submit quality data, in order to provide 
a greater motivation for hospitals to 
submit their occupational mix data. 

Response: We appreciate this 
comment and will consider it as we 
continue to monitor and assess how to 
address hospitals’ failure to submit 
occupational mix data for the wage 
index. 

E. Worksheet S–3 Wage Data for the FY 
2011 Wage Index 

The final FY 2011 wage index values 
are based on the data collected from the 
Medicare cost reports submitted by 
hospitals for cost reporting periods 
beginning in FY 2007 (the FY 2010 wage 
index was based on data from cost 
reporting periods beginning during FY 
2006). 

1. Included Categories of Costs 
The final FY 2011 wage index 

includes the following categories of data 
associated with costs paid under the 
IPPS (as well as outpatient costs): 

• Salaries and hours from short-term, 
acute care hospitals (including paid 
lunch hours and hours associated with 
military leave and jury duty) 

• Home office costs and hours 
• Certain contract labor costs and 

hours (which includes direct patient 
care, certain top management, 
pharmacy, laboratory, and nonteaching 
physician Part A services, and certain 
contract indirect patient care services 
(as discussed in the FY 2008 final rule 
with comment period (72 FR 47315)) 

• Wage-related costs, including 
pensions and other deferred 
compensation costs. We note that, for 
developing pension and deferred 
compensation costs for purposes of the 
wage index, CMS requires hospitals to 
comply with the requirements in 42 
CFR 413.100, the Provider 
Reimbursement Manual (PRM), Part I, 
Sections 2140, 2141, and 2142, and 
related Medicare program instructions, 
as discussed in the cost reporting 
instructions (PRM, Part II, section 
3605.2) for Worksheet S–3, Part II, Lines 
13 through 20, and in the FY 2006 IPPS 
final rule (70 FR 47369). On March 28, 
2008, CMS published Revision 436, a 
technical clarification to the PRM, Part 
I policies for pension and deferred 
compensation costs. In addition, in 
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November 2009, CMS released, through 
a Joint Signature Memorandum, 
instructions and a spreadsheet to assist 
hospitals and Medicare contractors in 
determining the annual allowable 
defined benefit pension cost for the FY 
2011 wage index (JSM/TDL–10061, 
11–20–09, December 3, 2009). These 
instructions and spreadsheet crosswalk 
the current interest, liability, and 
normal cost terminology found in the 
Medicare reimbursement policies under 
Section 2142 of the PRM, Part I to the 
new terminology applicable under the 
Pension Protection Act of 2006. The 
spreadsheet and instructions can be 
downloaded from the CMS Web site at 
http://www.cms.hhs.gov/AcuteInpatient
PPS/WIFN/itemdetail.asp?filterType=
none&filterByDID=0&sortByDID=3&
sortOrder=descending&itemID=
CMS1231035&intNumPerPage=10. 

2. Excluded Categories of Costs 

Consistent with the wage index 
methodology for FY 2010, the final wage 
index for FY 2011 also excludes the 
direct and overhead salaries and hours 
for services not subject to IPPS payment, 
such as SNF services, home health 
services, costs related to GME (teaching 
physicians and residents) and certified 
registered nurse anesthetists (CRNAs), 
and other subprovider components that 
are not paid under the IPPS. The final 
FY 2011 wage index also excludes the 
salaries, hours, and wage-related costs 
of hospital-based rural health clinics 
(RHCs), and Federally qualified health 
centers (FQHCs) because Medicare pays 
for these costs outside of the IPPS (68 
FR 45395). In addition, salaries, hours, 
and wage-related costs of CAHs are 
excluded from the wage index, for the 
reasons explained in the FY 2004 IPPS 
final rule (68 FR 45397). 

3. Use of Wage Index Data by Providers 
Other Than Acute Care Hospitals Under 
the IPPS 

Data collected for the IPPS wage 
index are also currently used to 
calculate wage indices applicable to 
other providers, such as SNFs, home 
health agencies (HHAs), and hospices. 
In addition, they are used for 
prospective payments to IRFs, IPFs, and 
LTCHs, and for hospital outpatient 
services. We note that, in the IPPS rules, 
we do not address comments pertaining 
to the wage indices for non-IPPS 
providers, other than for LTCHs. Such 
comments should be made in response 
to separate proposed rules for those 
providers. 

F. Verification of Worksheet S–3 Wage 
Data 

The wage data for the final FY 2011 
wage index were obtained from 
Worksheet S–3, Parts II and III of the 
Medicare cost report for cost reporting 
periods beginning on or after October 1, 
2006, and before October 1, 2007. For 
wage index purposes, we refer to cost 
reports during this period as the ‘‘FY 
2007 cost report,’’ the ‘‘FY 2007 wage 
data,’’ or the ‘‘FY 2007 data.’’ 
Instructions for completing Worksheet 
S–3, Parts II and III are in the Provider 
Reimbursement Manual (PRM), Part II, 
sections 3605.2 and 3605.3. The data 
file used to construct the wage index 
includes FY 2007 data submitted to us 
as of June 22, 2010. As in past years, we 
performed an intensive review of the 
wage data, mostly through the use of 
edits designed to identify aberrant data. 

We asked our fiscal intermediaries/ 
MACs to revise or verify data elements 
that resulted in specific edit failures. 
For the proposed FY 2011 wage index, 
we identified and excluded 14 providers 
with data that was too aberrant to 
include in the proposed wage index, 
although if data elements for some of 
these providers are corrected, we 
intended to include some of these 
providers in the FY 2011 final wage 
index. We instructed fiscal 
intermediaries/MACs to complete their 
data verification of questionable data 
elements and to transmit any changes to 
the wage data no later than April 14, 
2010. The data for none of the hospitals 
identified in the proposed rule were 
resolved. However, the data for three 
additional hospitals were identified as 
too aberrant to include in the final wage 
index. Therefore, we determined that 
the data for 17 hospitals (that is, 
14+3=17) should not be included in the 
FY 2011 final wage index. 

In constructing the final FY 2011 
wage index, we included the wage data 
for facilities that were IPPS hospitals in 
FY 2007, inclusive of those facilities 
that have since terminated their 
participation in the program as 
hospitals, as long as those data did not 
fail any of our edits for reasonableness. 
We believe that including the wage data 
for these hospitals is, in general, 
appropriate to reflect the economic 
conditions in the various labor market 
areas during the relevant past period 
and to ensure that the current wage 
index represents the labor market area’s 
current wages as compared to the 
national average of wages. However, we 
excluded the wage data for CAHs as 
discussed in the FY 2004 IPPS final rule 
(68 FR 45397). For this final rule, we 
removed 11 hospitals that converted to 

CAH status between February 16, 2009, 
the cut-off date for CAH exclusion from 
the FY 2010 wage index, and February 
15, 2010, the cut-off date for CAH 
exclusion from the FY 2011 wage index. 
After removing hospitals with aberrant 
data and hospitals that converted to 
CAH status, the final FY 2011 wage 
index is calculated based on 3,511 
hospitals. 

In the FY 2008 final rule with 
comment period (72 FR 47317) and the 
FY 2009 IPPS final rule (73 FR 48582), 
we discussed our policy for allocating a 
multicampus hospital’s wages and 
hours data, by full-time equivalent 
(FTE) staff, among the different labor 
market areas where its campuses are 
located. During the FY 2011 wage index 
desk review process, we requested fiscal 
intermediaries/MACs to contact 
multicampus hospitals that had 
campuses in different labor market areas 
to collect the data for the allocation. The 
FY 2011 wage index in this final rule 
includes separate wage data for 
campuses of three multicampus 
hospitals. 

For FY 2011, we are again allowing 
hospitals to use FTE or discharge data 
for the allocation of a multicampus 
hospital’s wage data among the different 
labor market areas where its campuses 
are located. The Medicare cost report 
was updated in May 2008 to provide for 
the reporting of FTE data by campus for 
multicampus hospitals. Because the 
data from cost reporting periods that 
begin in FY 2008 will not be used in 
calculating the wage index until FY 
2012, a multicampus hospital will still 
have the option, through the FY 2011 
wage index, to use either FTE or 
discharge data for allocating wage data 
among its campuses by providing the 
information from the applicable cost 
reporting period to CMS through its 
fiscal intermediary/MAC. Two of the 
three multicampus hospitals chose to 
have their wage data allocated by their 
Medicare discharge data for the FY 2011 
wage index. One of the hospitals 
provided FTE staff data for the 
allocation. The average hourly wage 
associated with each geographical 
location of a multicampus hospital is 
reflected in Table 2 of the Addendum to 
this final rule. 

G. Method for Computing the Final FY 
2011 Unadjusted Wage Index 

The method used to compute the FY 
2011 wage index without an 
occupational mix adjustment follows: 

Step 1—As noted above, we are 
basing the final FY 2011 wage index on 
wage data reported on the FY 2007 
Medicare cost reports. We gathered data 
from each of the non-Federal, short- 
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term, acute care hospitals for which data 
were reported on the Worksheet S–3, 
Parts II and III of the Medicare cost 
report for the hospital’s cost reporting 
period beginning on or after October 1, 
2006, and before October 1, 2007. In 
addition, we included data from some 
hospitals that had cost reporting periods 
beginning before October 2006 and 
reported a cost reporting period 
covering all of FY 2007. These data are 
included because no other data from 
these hospitals would be available for 
the cost reporting period described 
above, and because particular labor 
market areas might be affected due to 
the omission of these hospitals. 
However, we generally describe these 
wage data as FY 2007 data. We note 
that, if a hospital had more than one 
cost reporting period beginning during 
FY 2007 (for example, a hospital had 
two short cost reporting periods 
beginning on or after October 1, 2006, 
and before October 1, 2007), we 
included wage data from only one of the 
cost reporting periods, the longer, in the 
wage index calculation. If there was 
more than one cost reporting period and 
the periods were equal in length, we 
included the wage data from the later 
period in the wage index calculation. 

Step 2—Salaries—The method used to 
compute a hospital’s average hourly 
wage excludes certain costs that are not 
paid under the IPPS. (We note that, 
beginning with FY 2008 (72 FR 47315), 
we include Lines 22.01, 26.01, and 
27.01 of Worksheet S–3, Part II for 
overhead services in the wage index. 
However, we note that the wages and 
hours on these lines are not 
incorporated into Line 101, Column 1 of 
Worksheet A, which, through the 
electronic cost reporting software, flows 
directly to Line 1 of Worksheet S–3, Part 
II. Therefore, the first step in the wage 
index calculation for FY 2011 is to 
compute a ‘‘revised’’ Line 1, by adding 
to the Line 1 on Worksheet S–3, Part II 
(for wages and hours respectively) the 
amounts on Lines 22.01, 26.01, and 
27.01.) In calculating a hospital’s 
average salaries plus wage-related costs, 
we subtract from Line 1 (total salaries) 
the GME and CRNA costs reported on 
Lines 2, 4.01, 6, and 6.01, the Part B 
salaries reported on Lines 3, 5 and 5.01, 
home office salaries reported on Line 7, 
and exclude salaries reported on Lines 
8 and 8.01 (that is, direct salaries 
attributable to SNF services, home 

health services, and other subprovider 
components not subject to the IPPS). We 
also subtract from Line 1 the salaries for 
which no hours were reported. To 
determine total salaries plus wage- 
related costs, we add to the net hospital 
salaries the costs of contract labor for 
direct patient care, certain top 
management, pharmacy, laboratory, and 
nonteaching physician Part A services 
(Lines 9 and 10), home office salaries 
and wage-related costs reported by the 
hospital on Lines 11 and 12, and 
nonexcluded area wage-related costs 
(Lines 13, 14, and 18). 

We note that contract labor and home 
office salaries for which no 
corresponding hours are reported are 
not included. In addition, wage-related 
costs for nonteaching physician Part A 
employees (Line 18) are excluded if no 
corresponding salaries are reported for 
those employees on Line 4. 

Step 3—Hours—With the exception of 
wage-related costs, for which there are 
no associated hours, we compute total 
hours using the same methods as 
described for salaries in Step 2. 

Step 4—For each hospital reporting 
both total overhead salaries and total 
overhead hours greater than zero, we 
then allocate overhead costs to areas of 
the hospital excluded from the wage 
index calculation. First, we determine 
the ratio of excluded area hours (sum of 
Lines 8 and 8.01 of Worksheet S–3, Part 
II) to revised total hours (Line 1 minus 
the sum of Part II, Lines 2, 3, 4.01, 5, 
5.01, 6, 6.01, 7, and Part III, Line 13 of 
Worksheet S–3). We then compute the 
amounts of overhead salaries and hours 
to be allocated to excluded areas by 
multiplying the above ratio by the total 
overhead salaries and hours reported on 
Line 13 of Worksheet S–3, Part III. Next, 
we compute the amounts of overhead 
wage-related costs to be allocated to 
excluded areas using three steps: (1) We 
determine the ratio of overhead hours 
(Part III, Line 13 minus the sum of lines 
22.01, 26.01, and 27.01) to revised hours 
excluding the sum of lines 22.01, 26.01, 
and 27.01 (Line 1 minus the sum of 
Lines 2, 3, 4.01, 5, 5.01, 6, 6.01, 7, 8, 
8.01, 22.01, 26.01, and 27.01). (We note 
that for the FY 2008 and subsequent 
wage index calculations, we are 
excluding the sum of lines 22.01, 26.01, 
and 27.01 from the determination of the 
ratio of overhead hours to revised hours 
because hospitals typically do not 
provide fringe benefits (wage-related 

costs) to contract personnel. Therefore, 
it is not necessary for the wage index 
calculation to exclude overhead wage- 
related costs for contract personnel. 
Further, if a hospital does contribute to 
wage-related costs for contracted 
personnel, the instructions for Lines 
22.01, 26.01, and 27.01 require that 
associated wage-related costs be 
combined with wages on the respective 
contract labor lines.); (2) we compute 
overhead wage-related costs by 
multiplying the overhead hours ratio by 
wage-related costs reported on Part II, 
Lines 13, 14, and 18; and (3) we 
multiply the computed overhead wage- 
related costs by the above excluded area 
hours ratio. Finally, we subtract the 
computed overhead salaries, wage- 
related costs, and hours associated with 
excluded areas from the total salaries 
(plus wage-related costs) and hours 
derived in Steps 2 and 3. 

Step 5—For each hospital, we adjust 
the total salaries plus wage-related costs 
to a common period to determine total 
adjusted salaries plus wage-related 
costs. To make the wage adjustment, we 
estimate the percentage change in the 
employment cost index (ECI) for 
compensation for each 30-day 
increment from October 14, 2004, 
through April 15, 2006, for private 
industry hospital workers from the BLS’ 
Compensation and Working Conditions. 
We use the ECI because it reflects the 
price increase associated with total 
compensation (salaries plus fringes) 
rather than just the increase in salaries. 
In addition, the ECI includes managers 
as well as other hospital workers. This 
methodology to compute the monthly 
update factors uses actual quarterly ECI 
data and assures that the update factors 
match the actual quarterly and annual 
percent changes. We also note that, 
since April 2006 with the publication of 
March 2006 data, the BLS’ ECI uses a 
different classification system, the North 
American Industrial Classification 
System (NAICS), instead of the Standard 
Industrial Codes (SICs), which no longer 
exist. We have consistently used the ECI 
as the data source for our wages and 
salaries and other price proxies in the 
IPPS market basket, and we are not 
making any changes to the usage for FY 
2011. The factors used to adjust the 
hospital’s data were based on the 
midpoint of the cost reporting period, as 
indicated below. 

MIDPOINT OF COST REPORTING PERIOD 

After Before Adjustment factor 

10/14/2006 11/15/2006 1.04377 
11/14/2006 12/15/2006 1.04077 
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MIDPOINT OF COST REPORTING PERIOD—Continued 

After Before Adjustment factor 

12/14/2006 01/15/2007 1.03786 
01/14/2007 02/15/2007 1.03508 
02/14/2007 03/15/2007 1.03243 
03/14/2007 04/15/2007 1.02981 
04/14/2007 05/15/2007 1.02709 
05/14/2007 06/15/2007 1.02430 
06/14/2007 07/15/2007 1.02153 
07/14/2007 08/15/2007 1.01891 
08/14/2007 09/15/2007 1.01643 
09/14/2007 10/15/2007 1.01394 
10/14/2007 11/15/2007 1.01127 
11/14/2007 12/15/2007 1.00844 
12/14/2007 01/15/2008 1.00556 
01/14/2008 02/15/2008 1.00275 
02/14/2008 03/15/2008 1.00000 
03/14/2008 04/15/2008 0.99732 

For example, the midpoint of a cost 
reporting period beginning January 1, 
2007, and ending December 31, 2007, is 
June 30, 2007. An adjustment factor of 
1.02153 would be applied to the wages 
of a hospital with such a cost reporting 
period. In addition, for the data for any 
cost reporting period that began in FY 
2007 and covered a period of less than 
360 days or more than 370 days, we 
annualize the data to reflect a 1-year 
cost report. Dividing the data by the 
number of days in the cost report and 
then multiplying the results by 365 
accomplishes annualization. 

Step 6—Each hospital is assigned to 
its appropriate urban or rural labor 
market area before any reclassifications 
under section 1886(d)(8)(B), section 
1886(d)(8)(E), or section 1886(d)(10) of 
the Act. Within each urban or rural 
labor market area, we add the total 
adjusted salaries plus wage-related costs 
obtained in Step 5 for all hospitals in 
that area to determine the total adjusted 
salaries plus wage-related costs for the 
labor market area. 

Step 7—We divide the total adjusted 
salaries plus wage-related costs obtained 
under both methods in Step 6 by the 
sum of the corresponding total hours 
(from Step 4) for all hospitals in each 
labor market area to determine an 
average hourly wage for the area. 

Step 8—We add the total adjusted 
salaries plus wage-related costs obtained 
in Step 5 for all hospitals in the Nation 
and then divide the sum by the national 
sum of total hours from Step 4 to arrive 
at a national average hourly wage. Using 
the data as described above, the final 
national average hourly wage 
(unadjusted for occupational mix) is 
$34.9895. 

Step 9—For each urban or rural labor 
market area, we calculate the hospital 
wage index value, unadjusted for 

occupational mix, by dividing the area 
average hourly wage obtained in Step 7 
by the national average hourly wage 
computed in Step 8. 

Step 10—Following the process set 
forth above, we develop a separate 
Puerto Rico-specific wage index for 
purposes of adjusting the Puerto Rico 
standardized amounts. (The national 
Puerto Rico standardized amount is 
adjusted by a wage index calculated for 
all Puerto Rico labor market areas based 
on the national average hourly wage as 
described above.) We add the total 
adjusted salaries plus wage-related costs 
(as calculated in Step 5) for all hospitals 
in Puerto Rico and divide the sum by 
the total hours for Puerto Rico (as 
calculated in Step 4) to arrive at an 
overall final average hourly wage 
(unadjusted for occupational mix) of 
$14.7404 for Puerto Rico. For each labor 
market area in Puerto Rico, we calculate 
the Puerto Rico-specific wage index 
value by dividing the area average 
hourly wage (as calculated in Step 7) by 
the overall Puerto Rico average hourly 
wage. 

Step 11—Section 4410 of Public Law 
105–33 provides that, for discharges on 
or after October 1, 1997, the area wage 
index applicable to any hospital that is 
located in an urban area of a State may 
not be less than the area wage index 
applicable to hospitals located in rural 
areas in that State. The areas affected by 
this provision are identified in Table 
4D–2 of the Addendum to this final 
rule. 

In the FY 2005 IPPS final rule (69 FR 
49109), we adopted the ‘‘imputed’’ floor 
as a temporary 3-year measure to 
address a concern by some individuals 
that hospitals in all-urban States were 
disadvantaged by the absence of rural 
hospitals to set a wage index floor in 
those States. The imputed floor was 

originally set to expire in FY 2007, but 
we extended it an additional year in the 
FY 2008 IPPS final rule with comment 
period (72 FR 47321). In the FY 2009 
IPPS final rule (73 FR 48570 through 
48574 and 48584), we extended the 
imputed floor for an additional 3 years, 
through FY 2011. 

H. Analysis and Implementation of the 
Final Occupational Mix Adjustment and 
the Final FY 2011 Occupational Mix 
Adjusted Wage Index 

As discussed in section III.D. of this 
preamble, for FY 2011, we are applying 
the occupational mix adjustment to 100 
percent of the final FY 2011 wage index. 
We calculated the final occupational 
mix adjustment using data from the 
2007–2008 occupational mix survey 
data, using the methodology described 
in section III.D.3. of this preamble. 

Using the occupational mix survey 
data and applying the occupational mix 
adjustment to 100 percent of the final 
FY 2011 wage index results in a final 
national average hourly wage of 
$34.9664 and a final Puerto Rico- 
specific average hourly wage of 
$14.7620. After excluding data of 
hospitals that either submitted aberrant 
data that failed critical edits, or that do 
not have FY 2007 Worksheet S–3 cost 
report data for use in calculating the 
final FY 2011 wage index, we calculated 
the final FY 2011 wage index using the 
occupational mix survey data from 
3,197 hospitals. Using the Worksheet 
S–3 cost report data of 3,511 hospitals 
and occupational mix survey data from 
3,197 hospitals represents a 91.1 percent 
survey response rate. The final FY 2011 
national average hourly wages for each 
occupational mix nursing subcategory 
as calculated in Step 2 of the 
occupational mix calculation are as 
follows: 
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Occupational mix nursing subcategory Average hourly 
wage 

National RN ................................................................................................................................................................................... $36 .073112086 
National LPN and Surgical Technician .......................................................................................................................................... 20 .866432497 
National Nurse Aide, Orderly, and Attendant ................................................................................................................................ 14 .619357374 
National Medical Assistant ............................................................................................................................................................ 16 .479254498 
National Nurse Category ............................................................................................................................................................... 30 .47379669 

The final national average hourly 
wage for the entire nurse category as 
computed in Step 5 of the occupational 
mix calculation is $30.47379669. 
Hospitals with a nurse category average 
hourly wage (as calculated in Step 4) of 
greater than the national nurse category 
average hourly wage receive an 
occupational mix adjustment factor (as 
calculated in Step 6) of less than 1.0. 
Hospitals with a nurse category average 
hourly wage (as calculated in Step 4) of 
less than the national nurse category 
average hourly wage receive an 
occupational mix adjustment factor (as 
calculated in Step 6) of greater than 1.0. 

Based on the 2007–2008 occupational 
mix survey data, we determined (in Step 
7 of the occupational mix calculation) 
that the national percentage of hospital 
employees in the nurse category is 44.29 
percent, and the national percentage of 
hospital employees in the all other 
occupations category is 55.71 percent. 
At the CBSA level, the percentage of 
hospital employees in the nurse 
category ranged from a low of 29.08 
percent in one CBSA, to a high of 70.76 
percent in another CBSA. 

We compared the final FY 2011 
occupational mix adjusted wage indices 
for each CBSA to the final unadjusted 
wage indices for each CBSA. As a result 
of applying the occupational mix 
adjustment to the wage data, the final 
wage index values for 206 (52.7 percent) 
urban areas and 32 (68.1 percent) rural 
areas would increase. One hundred six 
(27.1 percent) urban areas would 
increase by 1 percent or more, and 6 (1.5 
percent) urban areas would increase by 
5 percent or more. Eighteen (38.3 
percent) rural areas would increase by 
1 percent or more, and no rural areas 
would increase by 5 percent or more. 
However, the wage index values for 185 
(47.3 percent) urban areas and 15 (31.9 
percent) rural areas would decrease. 
Eighty nine (22.8 percent) urban areas 
would decrease by 1 percent or more, 
and no urban area would decrease by 
5 percent or more. Seven (14.9 percent) 
rural areas would decrease by 1 percent 
or more, and no rural areas will 
decrease by 5 percent or more. The 
largest positive impacts are 7.81 percent 
for an urban area and 2.97 percent for 
a rural area. The largest negative 
impacts are 3.97 percent for an urban 

area and 2.41 percent for a rural area. 
No urban or rural areas are unaffected. 
These results indicate that a larger 
percentage of rural areas (68.1 percent) 
benefit from the occupational mix 
adjustment than do urban areas (52.7 
percent). While these results are more 
positive overall for rural areas than 
under the previous occupational mix 
adjustment that used survey data from 
2006, approximately one-third (31.9 
percent) of rural CBSAs will still 
experience a decrease in their wage 
indices as a result of the occupational 
mix adjustment. 

The final wage index values for FY 
2011 (except those for hospitals 
receiving wage index adjustments under 
section 1886(d)(13) of the Act) included 
in Tables 4A, 4B, 4C, and 4F of the 
Addendum to this final rule include the 
final occupational mix adjustment. 

Tables 3A and 3B in the Addendum 
to this final rule list the 3-year average 
hourly wage for each labor market area 
before the redesignation or 
reclassification of hospitals based on 
FYs 2009, 2010, and 2011 cost reporting 
periods. Table 3A lists these data for 
urban areas and Table 3B lists these data 
for rural areas. In addition, Table 2 in 
the Addendum to this final rule 
includes the adjusted average hourly 
wage for each hospital from the FY 2005 
and FY 2006 cost reporting periods, as 
well as the FY 2007 period used to 
calculate the final FY 2011 wage index. 
The 3-year averages are calculated by 
dividing the sum of the dollars (adjusted 
to a common reporting period using the 
method described previously) across all 
3 years, by the sum of the hours. If a 
hospital is missing data for any of the 
previous years, its average hourly wage 
for the 3-year period is calculated based 
on the data available during that period. 
The final average hourly wages in 
Tables 2, 3A, and 3B in the Addendum 
to this final rule include the final 
occupational mix adjustment. The final 
wage index values in Tables 4A, 4B, and 
4C also include the final State-specific 
rural floor and imputed floor budget 
neutrality adjustments. (We note that 
Table 4D–1, Rural Floor Budget 
Neutrality Factors for Acute Care 
Hospitals, was included in the 
Addendum to the FY 2011 IPPS/LTCH 
PPS proposed rule. However, we are not 

including it in this final rule because 
section 3141 of the Affordable Care Act 
restores rural floor and imputed floor 
budget neutrality to a uniform national 
adjustment.) 

I. Revisions to the Wage Index Based on 
Hospital Redesignations and 
Reclassifications 

1. General 
Under section 1886(d)(10) of the Act, 

the MGCRB considers applications by 
hospitals for geographic reclassification 
for purposes of payment under the IPPS. 
Hospitals must apply to the MGCRB to 
reclassify 13 months prior to the start of 
the fiscal year for which reclassification 
is sought (generally by September 1). 
Generally, hospitals must be proximate 
to the labor market area to which they 
are seeking reclassification and must 
demonstrate characteristics similar to 
hospitals located in that area. The 
MGCRB issues its decisions by the end 
of February for reclassifications that 
become effective for the following fiscal 
year (beginning October 1). The 
regulations applicable to 
reclassifications by the MGCRB are 
located in 42 CFR 412.230 through 
412.280. 

Section 1886(d)(10)(D)(v) of the Act 
provides that, beginning with FY 2001, 
a MGCRB decision on a hospital 
reclassification for purposes of the wage 
index is effective for 3 fiscal years, 
unless the hospital elects to terminate 
the reclassification. Section 
1886(d)(10)(D)(vi) of the Act provides 
that the MGCRB must use average 
hourly wage data from the 3 most 
recently published hospital wage 
surveys in evaluating a hospital’s 
reclassification application for FY 2003 
and any succeeding fiscal year. 

Section 304(b) of Public Law 106–554 
provides that the Secretary must 
establish a mechanism under which a 
statewide entity may apply to have all 
of the geographic areas in the State 
treated as a single geographic area for 
purposes of computing and applying a 
single wage index, for reclassifications 
beginning in FY 2003. The 
implementing regulations for this 
provision are located at 42 CFR 412.235. 

Section 1886(d)(8)(B) of the Act 
requires the Secretary to treat a hospital 
located in a rural county adjacent to one 
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or more urban areas as being located in 
the labor market area to which the 
greatest number of workers in the 
county commute, if the rural county 
would otherwise be considered part of 
an urban area under the standards for 
designating MSAs and if the commuting 
rates used in determining outlying 
counties were determined on the basis 
of the aggregate number of resident 
workers who commute to (and, if 
applicable under the standards, from) 
the central county or counties of all 
contiguous MSAs. In light of the CBSA 
definitions and the Census 2000 data 
that we implemented for FY 2005 (69 
FR 49027), we undertook to identify 
those counties meeting these criteria. 
Eligible counties are discussed and 
identified under section III.I.5. of this 
preamble. 

2. Effects of Reclassification/ 
Redesignation 

Section 1886(d)(8)(C) of the Act 
provides that the application of the 
wage index to redesignated hospitals is 
dependent on the hypothetical impact 
that the wage data from these hospitals 
would have on the wage index value for 
the area to which they have been 
redesignated. These requirements for 
determining the wage index values for 
redesignated hospitals are applicable 
both to the hospitals deemed urban 
under section 1886(d)(8)(B) of the Act 
and hospitals that were reclassified as a 
result of the MGCRB decisions under 
section 1886(d)(10) of the Act. 
Therefore, as provided in section 
1886(d)(8)(C) of the Act, the wage index 
values were determined by considering 
the following: 

• If including the wage data for the 
redesignated hospitals would reduce the 
wage index value for the area to which 
the hospitals are redesignated by 1 
percentage point or less, the area wage 
index value determined exclusive of the 
wage data for the redesignated hospitals 
applies to the redesignated hospitals. 

• If including the wage data for the 
redesignated hospitals reduces the wage 
index value for the area to which the 
hospitals are redesignated by more than 
1 percentage point, the area wage index 
determined inclusive of the wage data 
for the redesignated hospitals (the 
combined wage index value) applies to 
the redesignated hospitals. 

• If including the wage data for the 
redesignated hospitals increases the 
wage index value for the urban area to 
which the hospitals are redesignated, 
both the area and the redesignated 
hospitals receive the combined wage 
index value. Otherwise, the hospitals 
located in the urban area receive a wage 

index excluding the wage data of 
hospitals redesignated into the area. 

Rural areas whose wage index values 
would be reduced by excluding the 
wage data for hospitals that have been 
redesignated to another area continue to 
have their wage index values calculated 
as if no redesignation had occurred 
(otherwise, redesignated rural hospitals 
are excluded from the calculation of the 
rural wage index). The wage index value 
for a redesignated rural hospital cannot 
be reduced below the wage index value 
for the rural areas of the State in which 
the hospital is located. 

CMS also has adopted the following 
policies: 

• The wage data for a reclassified 
urban hospital is included in both the 
wage index calculation of the urban area 
to which the hospital is reclassified 
(subject to the rules described above) 
and the wage index calculation of the 
urban area where the hospital is 
physically located. 

• In cases where hospitals have 
reclassified to rural areas, such as urban 
hospitals reclassifying to rural areas 
under 42 CFR 412.103, the hospital’s 
wage data are: (a) Included in the rural 
wage index calculation, unless doing so 
would reduce the rural wage index; and 
(b) included in the urban area where the 
hospital is physically located. The effect 
of this policy, in combination with the 
statutory requirement at section 
1886(d)(8)(C)(ii) of the Act, is that rural 
areas may receive a wage index based 
upon the highest of: (1) Wage data from 
hospitals geographically located in the 
rural area; (2) wage data from hospitals 
geographically located in the rural area, 
but excluding all data associated with 
hospitals reclassifying out of the rural 
area under section 1886(d)(8)(B) or 
section 1886(d)(10) of the Act; or (3) 
wage data associated with hospitals 
geographically located in the area plus 
all hospitals reclassified into the rural 
area. 

In addition, in accordance with the 
statutory language referring to 
‘‘hospitals’’ in the plural under sections 
1886(d)(8)(C)(i) and 1886(d)(8)(C)(ii) of 
the Act, our longstanding policy is to 
consider reclassified hospitals as a 
group when deciding whether to 
include or exclude them from both 
urban and rural wage index 
calculations. 

Comment: One commenter opposed 
CMS’ longstanding methodology for 
calculating the wage index for 
reclassified hospitals, and suggested 
that CMS calculate a separate 
reclassified wage index for those 
hospitals that meet the reclassification 
proximate requirement and another 
wage index for those hospitals that do 

not meet the requirement. In addition, 
the commenter suggested another option 
which would provide for calculation of 
the reclassified wage index based on the 
hospitals physically located in the 
CBSA and each individual hospital, 
instead of combining all reclassified 
hospitals as a group. 

Response: We did not include any 
proposals in the FY 2011 proposed rule 
to change our longstanding 
methodology for calculating the wage 
index for reclassified hospitals. We 
believe that this methodology continues 
to be appropriate in order to calculate 
the wage index for hospitals for 
Medicare payment purposes. 

3. FY 2011 MGCRB Reclassifications 

a. FY 2011 Reclassifications 
Requirements and Approvals 

Under section 1886(d)(10) of the Act, 
the MGCRB considers applications by 
hospitals for geographic reclassification 
for purposes of payment under the IPPS. 
The specific procedures and rules that 
apply to the geographic reclassification 
process are outlined in 42 CFR 412.230 
through 412.280. 

At the time this final rule was 
constructed, the MGCRB had completed 
its review of FY 2011 reclassification 
requests. Based on such reviews, there 
were 285 hospitals approved for wage 
index reclassifications by the MGCRB 
for FY 2011. Because MGCRB wage 
index reclassifications are effective for 3 
years, for FY 2011, hospitals reclassified 
during FY 2009 or FY 2010 are eligible 
to continue to be reclassified to a 
particular labor market area based on 
such prior reclassifications. There were 
247 hospitals approved for wage index 
reclassifications in FY 2009 and 251 
hospitals approved for wage index 
reclassifications in FY 2010. Of all of 
the hospitals approved for 
reclassification for FY 2009, FY 2010, 
and FY 2011, based upon the review at 
the time of this final rule, 823 hospitals 
are in a reclassification status for FY 
2011. 

Under 42 CFR 412.273, hospitals that 
have been reclassified by the MGCRB 
are permitted to withdraw their 
applications within 45 days of the 
publication of a proposed rule. 
Generally stated, the request for 
withdrawal of an application for 
reclassification or termination of an 
existing 3-year reclassification that 
would be effective in FY 2011 had to be 
received by the MGCRB within 45 days 
of the publication of the FY 2011 
proposed rule. Hospitals also could 
cancel prior reclassification 
withdrawals or terminations in certain 
circumstances. For further information 
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about withdrawing, terminating, or 
canceling a previous withdrawal or 
termination of a 3-year reclassification 
for wage index purposes, we refer the 
reader to 42 CFR 412.273, as well as the 
FY 2002 IPPS final rule (66 FR 39887) 
and the FY 2003 IPPS final rule (67 FR 
50065). Additional discussion on 
withdrawals and terminations, and 
clarifications regarding reinstating 
reclassifications and ‘‘fallback’’ 
reclassifications, were included in the 
FY 2008 IPPS final rule (72 FR 47333). 

Changes to the wage index that result 
from withdrawals of requests for 
reclassification, terminations, wage 
index corrections, appeals, and the 
Administrator’s review process for FY 
2011 are incorporated into the wage 
index values published in this FY 2011 
IPPS/LTCH PPS final rule. These 
changes affect not only the wage index 
value for specific geographic areas, but 
also the wage index value redesignated/ 
reclassified hospitals receive; that is, 
whether they receive the wage index 
that includes the data for both the 
hospitals already in the area and the 
redesignated/reclassified hospitals. 
Further, the wage index value for the 
area from which the hospitals are 
redesignated/reclassified may be 
affected. 

b. Applications for Reclassifications for 
FY 2012 

Applications for FY 2012 
reclassifications are due to the MGCRB 
by September 1, 2010. We note that this 
is also the deadline for canceling a 
previous wage index reclassification 
withdrawal or termination under 42 
CFR 412.273(d). Applications and other 

information about MGCRB 
reclassifications may be obtained, 
beginning in mid-July 2010, via the 
CMS Internet Web site at: http:// 
cms.hhs.gov/MGCRB/ 
02_instructions_and_applications.asp, 
or by calling the MGCRB at (410) 786– 
1174. The mailing address of the 
MGCRB is: 2520 Lord Baltimore Drive, 
Suite L, Baltimore, MD 21244–2670. 

c. Appeals of MGCRB Denials of 
Withdrawals and Terminations 

Section 412.278 of the regulations 
permits a hospital or a group of 
hospitals dissatisfied with the MGCRB’s 
decision regarding its geographic 
designation to request the 
Administrator’s review of the decision. 
Section 412.273(e) permits a hospital to 
file an appeal to the Administrator 
regarding the MGCRB’s denial of the 
hospital’s request for withdrawal of an 
application. However, this section of the 
regulations did not address 
Administrator review of the MGCRB’s 
denial of a hospital’s request for 
termination; that is, ‘‘terminations’’ not 
specified in the regulations at 
§ 412.273(e). 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 23949), we 
proposed to revise the regulations to 
specify the availability of Administrator 
review of MGCRB decisions regarding 
withdrawals and terminations, as well 
as cancellations of withdrawals or 
terminations. Because reclassifications 
are considered budget neutral actions, 
we stated our belief that these proposed 
revisions would have no impact on total 
IPPS payments. 

In addition, during our review of 
§ 412.273, we determined that some of 
the existing language in the section 
could be clarified to make it more easily 
understood and proposed to revise the 
provision accordingly. 

We did not receive any public 
comments regarding our proposed 
changes to the regulations at § 412.273. 
Therefore, in this final rule, we are 
adopting as final, without modification, 
the proposed changes to § 412.273. 

4. Redesignations of Hospitals Under 
Section 1886(d)(8)(B) of the Act 

Section 1886(d)(8)(B) of the Act 
requires us to treat a hospital located in 
a rural county adjacent to one or more 
urban areas as being located in the MSA 
if certain criteria are met. Effective 
beginning FY 2005, we use OMB’s 2000 
CBSA standards and the Census 2000 
data to identify counties in which 
hospitals qualify under section 
1886(d)(8)(B) of the Act to receive the 
wage index of the urban area. Hospitals 
located in these counties have been 
known as ‘‘Lugar’’ hospitals and the 
counties themselves are often referred to 
as ‘‘Lugar’’ counties. We provide the FY 
2011 chart below with the listing of the 
rural counties containing the hospitals 
designated as urban under section 
1886(d)(8)(B) of the Act. For discharges 
occurring on or after October 1, 2010, 
hospitals located in the rural county in 
the first column of this chart will be 
redesignated for purposes of using the 
wage index of the urban area listed in 
the second column. 
BILLING CODE 4120–01–P 
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As in the past, hospitals redesignated 
under section 1886(d)(8)(B) of the Act 
are also eligible to be reclassified to a 
different area by the MGCRB. Affected 
hospitals were permitted to compare the 
reclassified wage index for the labor 
market area in Table 4C in the 
Addendum to the proposed rule into 
which they would be reclassified by the 
MGCRB to the wage index for the area 
to which they are redesignated under 
section 1886(d)(8)(B) of the Act. 
Hospitals could have withdrawn from 
an MGCRB reclassification within 45 
days of the publication of the FY 2011 
proposed rule. 

5. Reclassifications Under Section 
1886(d)(8)(B) of the Act 

As discussed in the FY 2009 IPPS 
final rule (73 FR 48588), Lugar hospitals 
are treated like reclassified hospitals for 
purposes of determining their 
applicable wage index and receive the 
reclassified wage index for the urban 
area to which they have been 
redesignated. Because Lugar hospitals 
are treated like reclassified hospitals, 
when they are seeking reclassification 
by the MGCRB, they are subject to the 
rural reclassification rules set forth at 42 
CFR 412.230. The procedural rules set 
forth at § 412.230 list the criteria that a 
hospital must meet in order to reclassify 
as a rural hospital. Lugar hospitals are 
subject to the proximity criteria and 
payment thresholds that apply to rural 
hospitals. Specifically, the hospital 
must be no more than 35 miles from the 
area to which it seeks reclassification 
(§ 412.230(b)(1)); and the hospital must 
show that its average hourly wage is at 
least 106 percent of the average hourly 
wage of all other hospitals in the area in 
which the hospital is located 
(§ 412.230(d)(1)(iii)(C)). In accordance 
with the requirements of section 3137(c) 
of the Affordable Care Act, as discussed 

in section III.B.2.a of the preamble in 
this final rule, beginning with 
reclassifications for the FY 2011 wage 
index, a Lugar hospital must also 
demonstrate that its average hourly 
wage is equal to at least 82 percent of 
the average hourly wage of hospitals in 
the area to which it seeks redesignation 
(§ 412.230(d)(1)(iv)(C)). 

Hospitals not located in a Lugar 
county seeking reclassification to the 
urban area where the Lugar hospitals 
have been redesignated are not 
permitted to measure to the Lugar 
county to demonstrate proximity (no 
more than 15 miles for an urban 
hospital, and no more than 35 miles for 
a rural hospital or the closest urban or 
rural area for RRCs or SCHs) in order to 
be reclassified to such urban area. These 
hospitals must measure to the urban 
area exclusive of the Lugar County to 
meet the proximity or nearest urban or 
rural area requirement. We treat New 
England deemed counties in a manner 
consistent with how we treat Lugar 
counties. (We refer readers to FY 2008 
IPPS final rule with comment period (72 
FR 47337) for a discussion of this 
policy.) 

6. Reclassifications Under Section 508 
of Public Law 108–173 

Section 508 of Public Law 108–173 
allowed certain qualifying hospitals to 
receive wage index reclassifications and 
assignments that they otherwise would 
not have been eligible to receive under 
the law. Although section 508 originally 
was scheduled to expire after a 3-year 
period, Congress extended the provision 
several times, as well as certain special 
exceptions that would have otherwise 
expired. For a discussion of the original 
section 508 provision and its various 
extensions, we refer readers to the FY 
2010 notice issued in the Federal 
Register on June 2, 2010 (75 FR 31118). 
Prior to the enactment of the Afforable 

Care Act, the extension of the 508 
provision was included in section 124 
of Public Law 110–275 (MIPPA). 
Section 124 extended, through FY 2009, 
section 508 reclassifications as well as 
certain special exceptions. The most 
recent extension of the provision was 
included in sections 3137(a) and 10317 
of Affordable Care Act, as amended. 
Section 3137(a) of the Affordable Care 
Act, as amended by section 10317, 
extended, through FY 2010, section 508 
reclassifications as well as certain 
special exceptions. Because the latest 
extension of these provisions expires on 
September 30, 2010, and will not be 
applicable in FY 2011, we are not 
making any changes related to these 
provisions in this final rule. 

J. FY 2011 Wage Index Adjustment 
Based on Commuting Patterns of 
Hospital Employees 

In accordance with the broad 
discretion under section 1886(d)(13) of 
the Act, as added by section 505 of 
Public Law 108–173, beginning with FY 
2005, we established a process to make 
adjustments to the hospital wage index 
based on commuting patterns of 
hospital employees (the ‘‘out-migration’’ 
adjustment). The process, outlined in 
the FY 2005 IPPS final rule (69 FR 
49061), provides for an increase in the 
wage index for hospitals located in 
certain counties that have a relatively 
high percentage of hospital employees 
who reside in the county but work in a 
different county (or counties) with a 
higher wage index. Such adjustments to 
the wage index are effective for 3 years, 
unless a hospital requests to waive the 
application of the adjustment. A county 
will not lose its status as a qualifying 
county due to wage index changes 
during the 3-year period, and counties 
will receive the same wage index 
increase for those 3 years. However, a 
county that qualifies in any given year 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00136 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2 E
R

16
A

U
10

.0
34

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50177 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

may no longer qualify after the 3-year 
period, or it may qualify but receive a 
different adjustment to the wage index 
level. Hospitals that receive this 
adjustment to their wage index are not 
eligible for reclassification under 
section 1886(d)(8) or section 1886(d)(10) 
of the Act. Adjustments under this 
provision are not subject to the budget 
neutrality requirements under section 
1886(d)(3)(E) of the Act. 

Hospitals located in counties that 
qualify for the wage index adjustment 
are to receive an increase in the wage 
index that is equal to the average of the 
differences between the wage indices of 
the labor market area(s) with higher 
wage indices and the wage index of the 
resident county, weighted by the overall 
percentage of hospital workers residing 
in the qualifying county who are 
employed in any labor market area with 
a higher wage index. Beginning with the 
FY 2008 wage index, we use post- 
reclassified wage indices when 
determining the out-migration 
adjustment (72 FR 47339). 

For the final FY 2011 wage index, we 
calculated the out-migration adjustment 
using the same formula described in the 
FY 2005 IPPS final rule (69 FR 49064), 
with the addition of using the post- 
reclassified wage indices, to calculate 
the out-migration adjustment. This 
adjustment is calculated as follows: 

Step 1—Subtract the wage index for 
the qualifying county from the wage 
index of each of the higher wage area(s) 
to which hospital workers commute. 

Step 2—Divide the number of hospital 
employees residing in the qualifying 
county who are employed in such 
higher wage index area by the total 
number of hospital employees residing 
in the qualifying county who are 
employed in any higher wage index 
area. For each of the higher wage index 
areas, multiply this result by the result 
obtained in Step 1. 

Step 3—Sum the products resulting 
from Step 2 (if the qualifying county has 
workers commuting to more than one 
higher wage index area). 

Step 4—Multiply the result from Step 
3 by the percentage of hospital 
employees who are residing in the 
qualifying county and who are 
employed in any higher wage index 
area. 

These adjustments will be effective 
for each county for a period of 3 fiscal 
years. For example, hospitals that 
received the adjustment for the first 
time in FY 2010 will be eligible to retain 
the adjustment for FY 2011. For 
hospitals in newly qualified counties, 
adjustments to the wage index are 
effective for 3 years, beginning with 

discharges occurring on or after October 
1, 2010. 

Hospitals receiving the wage index 
adjustment under section 1886(d)(13)(F) 
of the Act are not eligible for 
reclassification under sections 
1886(d)(8) or (d)(10) of the Act unless 
they waive the out-migration 
adjustment. Consistent with our FYs 
2005 through 2010 IPPS final rules, we 
are specifying that hospitals 
redesignated under section 1886(d)(8) of 
the Act or reclassified under section 
1886(d)(10) of the Act are deemed to 
have chosen to retain their 
redesignation or reclassification. Section 
1886(d)(10) hospitals that wished to 
receive the out-migration adjustment, 
rather than their reclassification 
adjustment, were instructed to follow 
the termination/withdrawal procedures 
specified in 42 CFR 412.273 and section 
III.I.3. of the preamble of the FY 2011 
proposed rule. Otherwise, they were 
deemed to have waived the out- 
migration adjustment. Hospitals 
redesignated under section 1886(d)(8) of 
the Act were deemed to have waived the 
out-migration adjustment unless they 
explicitly notified CMS within 45 days 
from the publication of the FY 2011 
proposed rule that they elected to 
receive the out-migration adjustment 
instead. 

Table 4J in the Addendum to this 
final rule lists the out-migration wage 
index adjustments for FY 2011. 
Hospitals that are not otherwise 
reclassified or redesignated under 
section 1886(d)(8) or section 1886(d)(10) 
of the Act automatically receive the 
listed adjustment. In accordance with 
the procedures discussed above, 
redesignated/reclassified hospitals were 
deemed to have waived the out- 
migration adjustment unless CMS was 
otherwise notified within the necessary 
timeframe. In addition, hospitals 
eligible to receive the out-migration 
wage index adjustment and that 
withdrew their application for 
reclassification will automatically 
receive the wage index adjustment 
listed in Table 4J in the Addendum to 
this final rule. The wage index is 
updated annually and, as such, 
hospitals that wish to waive their Lugar 
redesignation in order to receive their 
home area wage index plus the out- 
migration adjustment must request the 
waiver annually. 

Comment: A few commenters 
opposed our existing policy that 
hospitals waiving their Lugar 
redesignation in order to receive their 
home area wage index plus the out- 
migration adjustment must request such 
waiver annually. 

Response: We did not propose to 
change this policy and continue to 
believe the existing policy is 
appropriate for designation of the out- 
migration adjustment annually. We 
addressed this comment in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule and 
refer readers to that discussion (74 FR 
43840). 

K. Process for Requests for Wage Index 
Data Corrections 

The preliminary, unaudited 
Worksheet S–3 wage data and 
occupational mix survey data files for 
the proposed FY 2011 wage index were 
made available on October 5, 2009, 
through the Internet on the CMS Web 
site at: http://www.cms.hhs.gov/
AcuteInpatientPPS/WIFN/
list.asp#TopOfPage. 

In the interest of meeting the data 
needs of the public, beginning with the 
proposed FY 2009 wage index, we post 
an additional public use file on our Web 
site that reflects the actual data that are 
used in computing the proposed wage 
index. The release of this new file does 
not alter the current wage index process 
or schedule. We notified the hospital 
community of the availability of these 
data as we do with the current public 
use wage data files through our Hospital 
Open Door forum. We encouraged 
hospitals to sign up for automatic 
notifications of information about 
hospital issues and the scheduling of 
the Hospital Open Door forums at: 
http://www.cms.hhs.gov/
OpenDoorForums/. 

In a memorandum dated October 21, 
2009, we instructed all fiscal 
intermediaries/MACs to inform the IPPS 
hospitals they service of the availability 
of the wage index data files and the 
process and timeframe for requesting 
revisions (including the specific 
deadlines listed below). We also 
instructed the fiscal intermediaries/ 
MACs to advise hospitals that these data 
were also made available directly 
through their representative hospital 
organizations. 

If a hospital wished to request a 
change to its data as shown in the 
October 5, 2009 wage and occupational 
mix data files, the hospital was to 
submit corrections along with complete, 
detailed supporting documentation to 
its fiscal intermediary/MAC by 
December 7, 2009. Hospitals were 
notified of this deadline and of all other 
possible deadlines and requirements, 
including the requirement to review and 
verify their data as posted on the 
preliminary wage index data files on the 
Internet, through the October 21, 2009 
memorandum referenced above. 
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In the October 21, 2009 
memorandum, we also specified that a 
hospital requesting revisions to its 
occupational mix survey data was to 
copy its record(s) from the CY 2007– 
2008 occupational mix preliminary files 
posted to our Web site in October, 
highlight the revised cells on its 
spreadsheet, and submit its 
spreadsheet(s) and complete 
documentation to its fiscal 
intermediary/MAC no later than 
December 7, 2009. 

The fiscal intermediaries/MACs 
notified the hospitals by mid-February 
2010 of any changes to the wage index 
data as a result of the desk reviews and 
the resolution of the hospitals’ early- 
December revision requests. The fiscal 
intermediaries/MACs also submitted the 
revised data to CMS by mid-February 
2010. CMS published the proposed 
wage index public use files that 
included hospitals’ revised wage index 
data on February 22, 2010. Hospitals 
had until March 8, 2010, to submit 
requests to the fiscal intermediaries/ 
MACs for reconsideration of 
adjustments made by the fiscal 
intermediaries/MACs as a result of the 
desk review, and to correct errors due to 
CMS’s or the fiscal intermediary’s (or, if 
applicable, the MAC’s) mishandling of 
the wage index data. Hospitals also were 
required to submit sufficient 
documentation to support their 
requests. 

After reviewing requested changes 
submitted by hospitals, fiscal 
intermediaries/MACs were required to 
transmit any additional revisions 
resulting from the hospitals’ 
reconsideration requests by April 14, 
2010. The deadline for a hospital to 
request CMS intervention in cases 
where the hospital disagrees with the 
fiscal intermediary’s (or, if applicable, 
the MAC’s) policy interpretations was 
April 21, 2010. 

Hospitals were given the opportunity 
to examine Table 2 in the Addendum to 
the proposed rule. Table 2 in the 
Addendum to the proposed rule 
contained each hospital’s adjusted 
average hourly wage used to construct 
the wage index values for the past 3 
years, including the FY 2007 data used 
to construct the proposed FY 2011 wage 
index. We noted that the hospital 
average hourly wages shown in Table 2 
only reflected changes made to a 
hospital’s data and transmitted to CMS 
by March 2010. 

We released the final wage index data 
public use files in early May 2010 on 
the Internet at http://www.cms.hhs.gov/ 
AcuteInpatientPPS/WIFN/ 
list.asp#TopOfPage. The May 2010 
public use files were made available 

solely for the limited purpose of 
identifying any potential errors made by 
CMS or the fiscal intermediary/MAC in 
the entry of the final wage index data 
that resulted from the correction process 
described above (revisions submitted to 
CMS by the fiscal intermediaries/MACs 
by April 14, 2010). If, after reviewing 
the May 2010 final files, a hospital 
believed that its wage or occupational 
mix data were incorrect due to a fiscal 
intermediary/MAC or CMS error in the 
entry or tabulation of the final data, the 
hospital had to send a letter to both its 
fiscal intermediary/MAC and CMS that 
outlined why the hospital believed an 
error exists and provided all supporting 
information, including relevant dates 
(for example, when it first became aware 
of the error). CMS and the fiscal 
intermediaries (or, if applicable, the 
MACs) had to receive these requests no 
later than June 7, 2010. 

Each request also had to be sent to the 
fiscal intermediary/MAC. The fiscal 
intermediary/MAC reviewed requests 
upon receipt and contacted CMS 
immediately to discuss any findings. 

At this point in the process, that is, 
after the release of the May 2010 wage 
index data files, changes to the wage 
and occupational mix data were only 
made in those very limited situations 
involving an error by the fiscal 
intermediary/MAC or CMS that the 
hospital could not have known about 
before its review of the final wage index 
data files. Specifically, neither the fiscal 
intermediary/MAC nor CMS approved 
the following types of requests: 

• Requests for wage index data 
corrections that were submitted too late 
to be included in the data transmitted to 
CMS by fiscal intermediaries or the 
MACs on or before April 21, 2010. 

• Requests for correction of errors 
that were not, but could have been, 
identified during the hospital’s review 
of the February 22, 2010 wage index 
public use files. 

• Requests to revisit factual 
determinations or policy interpretations 
made by the fiscal intermediary or the 
MAC or CMS during the wage index 
data correction process. 

Verified corrections to the wage index 
data received timely by CMS and the 
fiscal intermediaries or the MACs (that 
is, by June 7, 2010) were incorporated 
into the final wage index in this FY 
2011 IPPS/LTCH PPS final rule, which 
will be effective October 1, 2010. 

We created the processes described 
above to resolve all substantive wage 
index data correction disputes before we 
finalize the wage and occupational mix 
data for the FY 2011 payment rates. 
Accordingly, hospitals that did not meet 
the procedural deadlines set forth above 

will not be afforded a later opportunity 
to submit wage index data corrections or 
to dispute the fiscal intermediary’s (or, 
if applicable, the MAC’s) decision with 
respect to requested changes. 
Specifically, our policy is that hospitals 
that do not meet the procedural 
deadlines set forth above will not be 
permitted to challenge later, before the 
Provider Reimbursement Review Board, 
the failure of CMS to make a requested 
data revision. (See W. A. Foote 
Memorial Hospital v. Shalala, No. 99– 
CV–75202–DT (E.D. Mich. 2001) and 
Palisades General Hospital v. 
Thompson, No. 99–1230 (D.D.C. 2003).) 
We refer readers also to the FY 2000 
IPPS final rule (64 FR 41513) for a 
discussion of the parameters for 
appealing to the PRRB for wage index 
data corrections. 

Again, we believe the wage index data 
correction process described above 
provides hospitals with sufficient 
opportunity to bring errors in their wage 
and occupational mix data to the fiscal 
intermediary’s (or, if applicable, the 
MAC’s) attention. Moreover, because 
hospitals have access to the final wage 
index data by early May 2010, they have 
the opportunity to detect any data entry 
or tabulation errors made by the fiscal 
intermediary or the MAC or CMS before 
the development and publication of the 
final FY 2011 wage index by August 
2010, and the implementation of the FY 
2011 wage index on October 1, 2010. If 
hospitals availed themselves of the 
opportunities afforded to provide and 
make corrections to the wage and 
occupational mix data, the wage index 
implemented on October 1 should be 
accurate. Nevertheless, in the event that 
errors are identified by hospitals and 
brought to our attention after June 7, 
2010, we retain the right to make 
midyear changes to the wage index 
under very limited circumstances. 

Specifically, in accordance with 42 
CFR 412.64(k)(1) of our existing 
regulations, we make midyear 
corrections to the wage index for an area 
only if a hospital can show that: (1) The 
fiscal intermediary or the MAC or CMS 
made an error in tabulating its data; and 
(2) the requesting hospital could not 
have known about the error or did not 
have an opportunity to correct the error, 
before the beginning of the fiscal year. 
For purposes of this provision, ‘‘before 
the beginning of the fiscal year’’ means 
by the June 7 deadline for making 
corrections to the wage data for the 
following fiscal year’s wage index. This 
provision is not available to a hospital 
seeking to revise another hospital’s data 
that may be affecting the requesting 
hospital’s wage index for the labor 
market area. As indicated earlier, 
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because CMS makes the wage index 
data available to hospitals on the CMS 
Web site prior to publishing both the 
proposed and final IPPS rules, and the 
fiscal intermediaries or the MACs notify 
hospitals directly of any wage index 
data changes after completing their desk 
reviews, we do not expect that midyear 
corrections will be necessary. However, 
under our current policy, if the 
correction of a data error changes the 
wage index value for an area, the 
revised wage index value will be 
effective prospectively from the date the 
correction is made. 

In the FY 2006 IPPS final rule (70 FR 
47385), we revised 42 CFR 412.64(k)(2) 
to specify that, effective on October 1, 
2005, that is, beginning with the FY 
2006 wage index, a change to the wage 
index can be made retroactive to the 
beginning of the Federal fiscal year only 
when: (1) The fiscal intermediary (or, if 
applicable, the MAC) or CMS made an 
error in tabulating data used for the 
wage index calculation; (2) the hospital 
knew about the error and requested that 
the fiscal intermediary (or, if applicable, 
the MAC) and CMS correct the error 
using the established process and 
within the established schedule for 
requesting corrections to the wage index 
data, before the beginning of the fiscal 
year for the applicable IPPS update (that 
is, by the June 7, 2010 deadline for the 
FY 2011 wage index); and (3) CMS 
agreed that the fiscal intermediary (or, if 
applicable, the MAC) or CMS made an 
error in tabulating the hospital’s wage 
index data and the wage index should 
be corrected. 

In those circumstances where a 
hospital requested a correction to its 
wage index data before CMS calculated 
the final wage index (that is, by the June 
7, 2010 deadline), and CMS 
acknowledges that the error in the 
hospital’s wage index data was caused 
by CMS’ or the fiscal intermediary’s (or, 
if applicable, the MAC’s) mishandling of 
the data, we believe that the hospital 
should not be penalized by our delay in 
publishing or implementing the 
correction. As with our current policy, 
we indicated that the provision is not 
available to a hospital seeking to revise 
another hospital’s data. In addition, the 
provision cannot be used to correct 
prior years’ wage index data; and it can 
only be used for the current Federal 
fiscal year. In other situations where our 
policies would allow midyear 
corrections, we continue to believe that 
it is appropriate to make prospective- 
only corrections to the wage index. 

We note that, as with prospective 
changes to the wage index, the final 
retroactive correction will be made 
irrespective of whether the change 

increases or decreases a hospital’s 
payment rate. In addition, we note that 
the policy of retroactive adjustment will 
still apply in those instances where a 
judicial decision reverses a CMS denial 
of a hospital’s wage index data revision 
request. 

L. Labor-Related Share for the FY 2011 
Wage Index 

Section 1886(d)(3)(E) of the Act 
directs the Secretary to adjust the 
proportion of the national prospective 
payment system base payment rates that 
are attributable to wages and wage- 
related costs by a factor that reflects the 
relative differences in labor costs among 
geographic areas. It also directs the 
Secretary to estimate from time to time 
the proportion of hospital costs that are 
labor-related: ‘‘The Secretary shall adjust 
the proportion (as estimated by the 
Secretary from time to time) of 
hospitals’ costs which are attributable to 
wages and wage-related costs of the 
DRG prospective payment rates * * * ’’ 
We refer to the portion of hospital costs 
attributable to wages and wage-related 
costs as the labor-related share. The 
labor-related share of the prospective 
payment rate is adjusted by an index of 
relative labor costs, which is referred to 
as the wage index. 

Section 403 of Public Law 108–173 
amended section 1886(d)(3)(E) of the 
Act to provide that the Secretary must 
employ 62 percent as the labor-related 
share unless this ‘‘would result in lower 
payments to a hospital than would 
otherwise be made.’’ However, this 
provision of Public Law 108–173 did 
not change the legal requirement that 
the Secretary estimate ‘‘from time to 
time’’ the proportion of hospitals’ costs 
that are ‘‘attributable to wages and wage- 
related costs.’’ We believe that this 
reflected Congressional intent that 
hospitals receive payment based on 
either a 62-percent labor-related share, 
or the labor-related share estimated from 
time to time by the Secretary, depending 
on which labor-related share resulted in 
a higher payment. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 43850 through 
43856), we rebased and revised the 
hospital market basket for operating 
costs. We established a FY–2006-based 
IPPS hospital market basket to replace 
the FY 2002-based IPPS hospital market 
basket, effective October 1, 2009. In that 
final rule, we presented our analysis 
and conclusions regarding the frequency 
and methodology for updating the labor- 
related share for FY 2010. We also 
recalculated a labor-related share of 68.8 
percent, using the FY 2006-based IPPS 
market basket, for discharges occurring 
on or after October 1, 2009. In addition, 

we implemented this revised and 
rebased labor-related share in a budget 
neutral manner, but consistent with 
section 1886(d)(3)(E) of the Act, we did 
not take into account the additional 
payments that would be made as a 
result of hospitals with a wage index 
less than or equal to 1.0 being paid 
using a labor-related share lower than 
the labor-related share of hospitals with 
a wage index greater than 1.0. 

The labor-related share is used to 
determine the proportion of the national 
IPPS base payment rate to which the 
area wage index is applied. In the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 23955), we did not propose to make 
any further changes to the national 
average proportion of operating costs 
that are attributable to wages and 
salaries, fringe benefits, contract labor, 
the labor-related portion of professional 
fees, administrative and business 
support services, and all other labor- 
related services (previously referred to 
in the FY 2002-based IPPS market 
basket as labor-intensive). 

We did not receive any public 
comments on this policy. Therefore, for 
FY 2011, we are continuing to use a 
labor-related share of 68.8 percent for 
discharges occurring on or after October 
1, 2010. Tables 1A and 1B in the 
Addendum to this final rule reflects this 
labor-related share. We note that section 
403 of Public Law 108–173 amended 
sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act to provide 
that the Secretary must employ 62 
percent as the labor-related share unless 
this employment ‘‘would result in lower 
payments to a hospital than would 
otherwise be made.’’ Therefore, for all 
IPPS hospitals whose wage indices are 
less than 1.0000, we are applying the 
wage index to a labor-related share of 62 
percent of the national standardized 
amount. For all IPPS hospitals whose 
wage indices are greater than 1.0000, we 
are applying the wage index to a labor- 
related share of 68.8 percent of the 
national standardized amount. 

For Puerto Rico hospitals, the national 
labor-related share will always be 62 
percent because the national wage index 
for all Puerto Rico hospitals is less than 
1.0. As we proposed, in this final rule, 
we are continuing to use a labor-related 
share for the Puerto Rico-specific 
standardized amounts of 62.1 percent 
for discharges occurring on or after 
October 1, 2010. This Puerto Rico labor- 
related share of 62.1 percent was also 
adopted in the FY 2010 IPPS/LTCH PPS 
final rule (74 FR 43857) at the time the 
FY 2006-based hospital market basket 
was established, effective October 1, 
2009. Consistent with our methodology 
for determining the national labor- 
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related share, we added the Puerto Rico- 
specific relative weights for wages and 
salaries, fringe benefits, contract labor, 
the labor-related portion of professional 
fees, administrative and business 
support services, and all other labor- 
related services (previously referred to 
in the FY 2002-based IPPS market 
basket as labor-intensive) to determine 
the labor-related share. Puerto Rico 
hospitals are paid based on 75 percent 
of the national standardized amounts 
and 25 percent of the Puerto Rico- 
specific standardized amounts. The 
labor-related share of a hospital’s Puerto 
Rico-specific rate will be either the 
Puerto Rico-specific labor-related share 
of 62.1 percent or 62 percent, depending 
on which results in higher payments to 
the hospital. If the hospital has a Puerto 
Rico-specific wage index of greater than 
1.0, we will set the hospital’s rates using 
a labor-related share of 62.1 percent for 
the 25 percent portion of the hospital’s 
payment determined by the Puerto Rico 
standardized amounts because this 
amount will result in higher payments. 
Conversely, a hospital with a Puerto 
Rico-specific wage index of less than 1.0 
will be paid using the Puerto Rico- 
specific labor-related share of 62 percent 
of the Puerto Rico-specific rates because 
the lower labor-related share will result 
in higher payments. We did not receive 
any public comments on the Puerto 
Rico-specific labor-related share. The 
Puerto Rico labor-related share of 62.1 
percent for FY 2011 is reflected in the 
Table 1C of the Addendum to this final 
rule. 

IV. Other Decisions and Changes to the 
IPPS for Operating Costs and GME 
Costs 

A. Reporting of Hospital Quality Data 
for Annual Hospital Payment Update 

1. Background 

a. Overview 

CMS is seeking to promote higher 
quality and more efficient health care 
for Medicare beneficiaries. This effort is 
supported by the adoption of an 
increasing number of widely-agreed 
upon quality measures. CMS has 
worked with relevant stakeholders to 
define measures of quality in almost 
every setting and currently measures 
some aspect of care for almost all 
Medicare beneficiaries. These measures 
assess structural aspects of care, clinical 
processes, patient experiences with 
care, and, increasingly, outcomes. 

CMS has implemented quality 
measure reporting programs for multiple 
settings of care. To measure the quality 
of hospital inpatient services, CMS 
implemented the Reporting Hospital 

Quality Data for Annual Payment 
Update (RHQDAPU) program. In 
addition, CMS has implemented quality 
reporting programs for hospital 
outpatient services, the Hospital 
Outpatient Quality Data Reporting 
Program (HOP QDRP), and for 
physicians and other eligible 
professionals, the Physician Quality 
Reporting Initiative (PQRI). CMS has 
also implemented quality reporting 
programs for home health agencies and 
skilled nursing facilities that are based 
on conditions of participation, and an 
end-stage renal disease quality reporting 
program that is based on conditions for 
coverage. In implementing RHQDAPU 
and other quality reporting programs, 
CMS has focused on measures that have 
high impact and support CMS and HHS 
priorities for improved quality and 
efficiency of care for Medicare 
beneficiaries. Our goal for the future is 
to align the clinical quality measure 
requirements of RHQDAPU and various 
other programs including HITECH so 
that burden for reporting would be 
reduced. 

Comment: Some commenters 
commended CMS’ commitment to raise 
quality, transparency, and efficiency in 
the health care world and applauded its 
efforts to integrate with other programs 
and initiatives. 

Response: We thank these comments 
regarding our implementation of the 
RHQDAPU program. 

Comment: A commenter noted that 
the proposed rule did not reference the 
quality-related provisions of the 
Affordable Care Act (Pub. L. 111–148) 
and the Health Care and Education 
Reconciliation Act of 2010 (HCERA) 
(Pub. L. 111–152). The Affordable Care 
Act requires the Secretary to establish a 
national quality strategy to include 
priorities and goals for quality 
improvement with input from 
stakeholders, such as the NQF. 

Response: The timing of the FY 2011 
IPPS/LTCH PPS proposed rule did not 
allow us to address the many quality- 
related provisions of the Affordable Care 
Act. The Affordable Care Act modified 
the RHQDAPU statutory provisions, 
authorized the Secretary to implement 
quality-related programs for various 
settings of care, and also added new 
requirements for collaborative goal 
setting regarding quality (as noted by 
the commenter). The focus of this 
specific section of this final rule is the 
RHQDAPU program, and we are 
addressing changes to the RHQDAPU 
program under the Affordable Care Act 
in this final rule. We plan to propose 
requirements for the Hospital Value- 
Based Purchasing (HVBP) program 
(section 3001 of Affordable Care Act) 

and other quality-related Affordable 
Care Act provisions through future 
rulemaking. Additionally, section 3011 
of the Affordable Care Act requires the 
Secretary to establish and update a 
national strategy to improve the delivery 
of health care services, patient health 
outcomes and population health. The 
initial submission of the national 
strategy to Congress must be no later 
than January 1, 2011. The national 
strategy as directed by section 3011 is 
broader in scope than hospital inpatient 
services, which are the focus of the 
RHQDAPU program. However, the 
national strategy may include guidance 
for future RHQDAPU program 
implementation. 

b. Hospital Quality Data Reporting 
Under Section 501(b) of Public Law 
108–173 

Section 501(b) of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), 
Public Law 108–173, added section 
1886(b)(3)(B)(vii) to the Act. This 
section established the authority for the 
RHQDAPU program and revised the 
mechanism used to update the 
standardized payment amount for 
inpatient hospital operating costs. 
Specifically, section 1886(b)(3)(B)(vii)(I) 
of the Act, before it was amended by 
section 5001(a) of Public Law 109–171, 
provided for a reduction of 0.4 
percentage points to the update 
percentage increase (also known as the 
market basket update) for FY 2005 
through FY 2007 for any subsection (d) 
hospital that did not submit data on a 
set of 10 quality indicators established 
by the Secretary as of November 1, 2003. 
It also provides that any reduction 
would apply only to the fiscal year 
involved, and would not be taken into 
account in computing the applicable 
percentage increase for a subsequent 
fiscal year. The statute thereby 
established an incentive for IPPS 
hospitals to submit data on the quality 
measures established by the Secretary, 
and also built upon the previously 
established Voluntary Hospital Quality 
Data Reporting Program that we 
described in the FY 2009 IPPS final rule 
(73 FR 48598). 

We implemented section 
1886(b)(3)(B)(vii) of the Act in the FY 
2005 IPPS final rule (69 FR 49078) and 
codified the applicable percentage 
change in § 412.64(d) of our regulations. 
We adopted additional requirements 
under the RHQDAPU program in the FY 
2006 IPPS final rule (70 FR 47420). 
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10 Institute of Medicine, ‘‘Performance 
Measurement: Accelerating Improvement,’’ 
December 1, 2005, available at: http:// 
www.iom.edu/CMS/3809/19805/31310.aspx. IOM 
set forth these baseline measures in a November 
2005 report. However, the IOM report was not 
released until December 1, 2005 on the IOM Web 
site. 

c. Hospital Quality Data Reporting 
Under Section 5001(a) of Public Law 
109–171 

Section 5001(a) of the Deficit 
Reduction Act of 2005 (DRA), Public 
Law 109–171, further amended section 
1886(b)(3)(B) of the Act to revise the 
mechanism used to update the 
standardized payment amount for 
hospital inpatient operating costs, in 
particular, by adding new section 
1886(b)(3)(B)(viii) to the Act. 
Specifically, sections 
1886(b)(3)(B)(viii)(I) and (II) of the Act 
as added by the DRA provide that the 
payment update for FY 2007 and each 
subsequent fiscal year be reduced by 2.0 
percentage points for any subsection (d) 
hospital that does not submit quality 
data in a form and manner, and at a 
time, specified by the Secretary. 
(Section 4102(b)(1)(A) of the American 
Recovery and Reinvestment Act of 2009 
(Public Law 111–5) and section 
3401(a)(2) of the Affordable Care Act 
(Public Law 111–148) amended section 
1886(b)(3)(B)(viii)(I) of the Act to 
provide that, beginning in FY 2015, the 
reduction will be by one-quarter of such 
applicable percentage increase 
(determined without regard to 
reductions under sections 
1886(b)(3)(B)(ix), (xi), or (xii) of the 
Act).) Section 1886(b)(3)(B)(viii)(I) of the 
Act also provides that any reduction in 
a hospital’s payment update will apply 
only with respect to the fiscal year 
involved, and will not be taken into 
account for computing the applicable 
percentage increase for a subsequent 
fiscal year. In the FY 2007 IPPS final 
rule (71 FR 48045), we amended our 
regulations at § 412.64(d)(2) to reflect 
the 2.0 percentage point reduction in 
the payment update for FY 2007 and 
subsequent fiscal years for subsection 
(d) hospitals that do not comply with 
requirements for reporting quality data, 
as provided for under section 
1886(b)(3)(B)(viii) of the Act before it 
was amended by the American Recovery 
and Reinvestment Act and the 
Affordable Care Act. 

d. Hospital Quality Data Reporting 
Under Sections 3001(a)(2) and 
3401(a)(2) of Public Law 111–148 

Section 3001(a)(2) of the Affordable 
Care Act, Public Law 111–148, amended 
section 1886(b)(3)(B)(viii) of the Act. 
Specifically, section 3001(a)(2)(A) of the 
Affordable Care Act amended section 
1886(b)(3)(B)(viii)(II) of the Act to state 
that the Secretary may require hospitals 
to submit data on measures that are not 
used for the determination of value- 
based incentive payments under the 
HVBP program. Section 3001(a)(2)(C) of 

the Affordable Care Act amended 
section 1886(b)(3)(B)(viii)(VII) of the Act 
to require that the Secretary establish 
procedures for making information 
regarding measures submitted (instead 
of data submitted) available to the 
public. In addition, section 3001(a)(2)(B) 
of the Affordable Care Act amended 
section 1886(b)(3)(B)(viii)(V) of the Act 
to limit the requirement that measures 
added by the Secretary reflect consensus 
among affected parties and, to the extent 
feasible and practicable, include 
measures set forth by one or more 
national consensus building entities to 
payments for FYs 2008 through 2012. 

Section 3001(a)(2)(D) of the 
Affordable Care Act added section 
1886(b)(3)(B)(viii)(IX) of the Act to 
require, for payments beginning with FY 
2013, each measure specified by the 
Secretary under section 
1886(b)(3)(B)(viii) of the Act to be 
endorsed by the entity with a contract 
under section 1890(a) regarding 
consensus entities (the ‘‘consensus 
entity’’) except, in the case of a specified 
area or medical topic determined 
appropriate by the Secretary for which 
a feasible and practical measure has not 
been endorsed by the consensus entity, 
the Secretary may specify a measure 
that is not endorsed so long as due 
consideration is given to measures that 
have been endorsed or adopted by a 
consensus organization identified by the 
Secretary. 

Section 3001(a)(2)(D) of the 
Affordable Care Act also added new 
sections 1886(b)(3)(B)(viii)(VIII), 
1886(b)(3)(B)(viii)(X) and 
1886(b)(3)(B)(viii)(XI) to the Act, which 
require the Secretary to do the 
following, respectively: (1) Provide for 
such risk adjustment as the Secretary 
determines appropriate to maintain 
incentives for hospitals to treat patients 
with severe illnesses or conditions with 
respect to quality measures for 
outcomes of care effective for payments 
beginning with FY 2013; (2) to the 
extent practicable and with input from 
consensus organizations and other 
stakeholders, take steps to ensure that 
the measures specified by the Secretary 
under 1886(b)(3)(B)(viii) of the Act are 
coordinated and aligned with quality 
measures applicable to physicians 
under section 1848(k) of the Act and 
other providers of services and 
suppliers under Medicare; and (3) 
establish a process to validate measures 
specified under section 
1886(b)(3)(B)(viii) of the Act, which 
includes the auditing of a number of 
randomly selected hospitals sufficient to 
ensure validity of the reporting program 
under this clause as a whole and shall 
provide a hospital with an opportunity 

to appeal the validation of measures 
reported by such hospital. 

Additionally, section 3401(a)(2) of the 
Affordable Care Act amended section 
1886(b)(3)(B)(viii)(I) of the Act by 
adding the phrase ‘‘of such applicable 
percentage increase (determined 
without regard to clause (ix), (xi), or 
(xii))’’ after the word ‘‘one-quarter’’ so 
that, beginning in FY 2015, the 
reduction under the RHQDAPU program 
will be by one-quarter of such 
applicable percentage increase 
determined without regard to other 
reductions in the annual payment 
update set forth in sections 
1886(b)(3)(B)](ix), (xi), or (xii) of the 
Act. 

e. Quality Measures 
Section 1886(b)(3)(B)(viii)(III) of the 

Act requires that the Secretary expand 
the ‘‘starter set’’ of 10 quality measures 
that was established by the Secretary as 
of November 1, 2003, as the Secretary 
determines to be appropriate for the 
measurement of the quality of care 
furnished by a hospital in inpatient 
settings. In expanding this set of 
measures, section 1886(b)(3)(B)(viii)(IV) 
of the Act requires that, effective for 
payments beginning with FY 2007, the 
Secretary begin to adopt the baseline set 
of performance measures as set forth in 
a report issued by the Institute of 
Medicine (IOM) of the National 
Academy of Sciences under section 
238(b) of Public Law 108–173.10 

Section 1886(b)(3)(B)(viii)(V) of the 
Act, as amended by section 
3001(a)(2)(B) of the Affordable Care Act, 
requires that, effective for payments for 
FYs 2008 through 2012, the Secretary 
add other quality measures that reflect 
consensus among affected parties, and 
to the extent feasible and practicable, 
have been set forth by one or more 
national consensus building entities. 
The NQF is a voluntary consensus 
standard-setting organization with a 
diverse representation of consumer, 
purchaser, provider, academic, clinical, 
and other health care stakeholder 
organizations. The NQF was established 
to standardize health care quality 
measurement and reporting through its 
consensus development process. We 
have generally adopted NQF-endorsed 
measures. However, we believe that 
consensus among affected parties also 
can be reflected by other means, 
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including consensus achieved during 
the measure development process, 
consensus shown through broad 
acceptance and use of measures, and 
consensus through public comment. 

As discussed previously, section 
3001(a)(2) of the Affordable Care Act 
amended section 1886(b)(3)(B)(viii) of 
the Act to provide a different standard 
for quality measures included in the 
RHQDAPU program for payments 
beginning with FY 2013. Under section 
1886(b)(3)(B)(viii)(IX) of the Act, for 
payments beginning with FY 2013, each 
measure specified by the Secretary must 
be endorsed by a consensus entity, 
currently NQF, except in certain 
circumstances. Specifically, in the case 
of a specified area or medical topic 
determined appropriate by the Secretary 
for which a feasible and practical 
measure has not been endorsed by the 
consensus entity, the Secretary may 
specify a measure that is not endorsed 
by the consensus entity if due 
consideration is given to measures that 
have been endorsed or adopted by a 
consensus organization identified by the 
Secretary. 

Section 1886(b)(3)(B)(viii)(VI) of the 
Act authorizes the Secretary to replace 
any quality measures or indicators in 
appropriate cases, such as where all 
hospitals are effectively in compliance 
with a measure, or the measures or 
indicators have been subsequently 
shown to not represent the best clinical 
practice. Thus, the Secretary is granted 
broad discretion to replace measures 
that are no longer appropriate for the 
RHQDAPU program. 

In the FY 2007 IPPS final rule, we 
began to expand the RHQDAPU 
program measures by adding 11 quality 
measures to the 10-measure starter set to 
establish an expanded set of 21 quality 
measures for the FY 2007 payment 
determination (71 FR 48033 through 
48037, 48045). 

In the CY 2007 OPPS/ASC final rule 
(71 FR 68201), we adopted 6 additional 
quality measures for the FY 2008 
payment determination, for a total of 27 
measures. Two of these measures (30- 
Day Risk Standardized Mortality Rates 
for Heart Failure and 30-Day Risk 
Standardized Mortality Rates for AMI) 
were calculated using existing 
administrative Medicare claims data; 
thus, no additional data submission by 
hospitals was required for these two 
measures. The measures used for the FY 
2008 payment determination included, 

for the first time, the HCAHPS patient 
experience of care survey. 

In the FY 2008 IPPS final rule (72 FR 
47348 through 47358) and the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66875 through 66877), we 
added three additional process 
measures to the RHQDAPU program 
measure set. (These three measures are 
SCIP-Infection-4: Cardiac Surgery 
Patients with Controlled 6AM 
Postoperative Serum Glucose, SCIP- 
Infection-6: Surgery Patients with 
Appropriate Hair Removal, and 
Pneumonia 30-day mortality (Medicare 
patients).) The addition of these 3 
measures brought the total number of 
RHQDAPU program measures to be 
used for the FY 2009 payment 
determination to 30 (72 FR 66876). The 
30 measures used for the FY 2009 
annual payment determination are 
listed in the FY 2009 IPPS final rule (73 
FR 48600 through 48601). 

For the FY 2010 payment 
determination, we added 15 new 
measures to the RHQDAPU program 
measure set and retired 1 measure from 
the program (PN–1: Oxygenation 
Assessment). Of the new measures, 13 
were adopted in the FY 2009 IPPS final 
rule (73 FR 48602 through 48611) and 
2 additional measures were finalized in 
the CY 2009 OPPS/ASC final rule with 
comment period (73 FR 68780 through 
68781). This resulted in an expansion of 
the RHQDAPU program measures from 
30 measures for the FY 2009 payment 
determination to 44 measures for the FY 
2010 payment determination. The 
RHQDAPU program measures for the FY 
2010 payment determination consist of: 
26 chart-abstracted process measures, 
which measure quality of care provided 
for Acute Myocardial Infarction (AMI), 
Heart Failure (HF), Pneumonia (PN), 
and Surgical Care Improvement (SCIP); 
6 claims-based measures, which 
evaluate 30-day mortality and 30-day 
readmission rates for AMI, HF, or PN; 9 
claims-based AHRQ patient safety 
indicators and inpatient quality 
indicators; 1 claims-based nursing 
sensitive measure; 1 structural measure 
that assesses participation in a 
systematic database for cardiac surgery; 
and the HCAHPS patient experience of 
care survey. The measures are listed in 
the FY 2009 IPPS final rule 
(73 FR 46809) and in the CY 2009 
OPPS/ASC final rule with comment 
period (73 FR 68781). 

On December 31, 2008, we advised 
hospitals that they would no longer be 

required to submit data for the 
RHQDAPU program measure AMI–6– 
Beta blocker at arrival, beginning with 
discharges occurring on April 1, 2009. 
This change was based on the evolving 
evidence regarding AMI patient care, as 
well as changes in the American College 
of Cardiology/American Heart 
Association (ACC/AHA) practice 
guidelines for ST-segment elevation 
myocardial infarction and non-ST 
segment elevation myocardial 
infarction, upon which AMI–6 is based. 
We took action to remove the measure 
from reporting initiatives based on the 
lack of support by the measure 
developer and the clinical and scientific 
considerations described in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43863). 

We had previously discussed 
considerations relating to retiring or 
replacing measures in the FY 2008 IPPS 
final rule with comment period and the 
FY 2009 IPPS final rule, including the 
‘‘topping out’’ of hospitals’ performance 
under a measure (72 FR 47358 through 
47359 and 73 FR 48603 through 48604, 
respectively). However, in this instance, 
the measure no longer ‘‘represent[s] the 
best clinical practice,’’ an additional 
basis under section 
1886(b)(3)(B)(viii)(VI) of the Act for 
retiring a measure. In the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule, we 
formally retired the AMI–6 measure 
from the RHQDAPU program for the FY 
2011 payment determination and 
subsequent payment determinations. 

For the FY 2011 payment 
determination, we retained 41 of the FY 
2010 quality measures; harmonized 2 
FY 2010 RHQDAPU program quality 
measures (combining PSI 04—Death 
among surgical patients with treatable 
serious complications; and Nursing 
Sensitive—Failure to rescue into a 
single measure (Death among surgical 
inpatients with serious, treatable 
complications); added 2chart-abstracted 
measures (SCIP-Infection-9: 
Postoperative Urinary Catheter Removal 
on Post Operative Day 1 or 2 and SCIP- 
Infection-10: Perioperative Temperature 
Management); and added 2 structural 
measures: (1) Participation in a 
Systematic Clinical Database Registry 
for Stroke Care; and (2) Participation in 
a Systematic Clinical Database Registry 
for Nursing Sensitive Care) (74 FR 
43868 through 43873). The 46 measures 
we adopted for the FY 2011 payment 
determination are: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

f. Maintenance of Technical 
Specifications for Quality Measures 

The technical specifications for the 
RHQDAPU program measures, or links 
to Web sites hosting technical 
specifications, are contained in the 
CMS/The Joint Commission 
Specifications Manual for National 
Hospital Inpatient Quality Measures 
(Specifications Manual). This 
Specifications Manual is posted on the 
CMS QualityNet Web site at https:// 
www.QualityNet.org/. We maintain the 
technical specifications by updating this 
Specifications Manual semiannually, or 
more frequently in unusual cases, and 
include detailed instructions and 
calculation algorithms for hospitals to 
use when collecting and submitting data 
on required measures. These 

semiannual updates are accompanied by 
notifications to users, providing 
sufficient time between the change and 
the effective date in order to allow users 
to incorporate changes and updates to 
the specifications into data collection 
systems. 

We did not receive any public 
comments on this section and we will 
continue to use this process to maintain 
the technical specifications for the 
RHQDAPU program measures. 

g. Public Display of Quality Measures 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act, as amended by section 3001(a)(2) of 
the Affordable Care Act, requires that 
the Secretary establish procedures for 
making information regarding measures 
submitted available to the public after 
ensuring that a hospital has the 
opportunity to review its data before 

they are made public. To meet this 
requirement, data from the RHQDAPU 
program are typically displayed on CMS 
Web sites such as the Hospital Compare 
Web site, http:// 
www.hospitalcompare.hhs.gov after a 
30-day preview period. An interactive 
Web tool, this Web site assists 
beneficiaries by providing information 
on hospital quality of care to those who 
need to select a hospital. It further 
serves to encourage beneficiaries to 
work with their doctors and hospitals to 
discuss the quality of care hospitals 
provide to patients, thereby providing 
an additional incentive to hospitals to 
improve the quality of care that they 
furnish. The RHQDAPU program 
currently includes process of care 
measures, risk-adjusted outcome 
measures, the HCAHPS patient 
experience-of-care survey, and 
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structural measures, all of which are 
featured on the Hospital Compare Web 
site. 

However, information that may not be 
relevant to or understood by 
beneficiaries and information for which 
there are unresolved display issues or 
design considerations for inclusion on 
Hospital Compare may be made 
available on other CMS Web sites that 
are not intended to be used as an 
interactive Web tool, such as http:// 
www.cms.hhs.gov/HospitalQualityInits/. 
Publicly reporting the information in 
this manner, though not on the Hospital 
Compare Web site, allows CMS to meet 
the requirement under section 
1886(b)(3)(B)(viii)(VII) of the Act for 
establishing procedures to make quality 
data used for RHQDAPU payment 
determinations available to the public 
following a preview period. In such 
circumstances, affected parties are 
notified via CMS listservs, CMS e-mail 
blasts, national provider calls, and 
QualityNet announcements regarding 
the release of preview reports followed 
by the posting of data on a Web site 
other than Hospital Compare. 

Comment: One commenter supported 
CMS’ current policy of identifying 
quality measures rates based on fewer 
than 25 cases as potentially unreliable 
for judging a hospital’s performance 
when displaying data on Hospital 
Compare. The commenter indicated that 
this is currently accomplished by 
footnoting the data but it would be 
better to simply not display the rates 
that are based on fewer than 25 cases. 

Response: We thank the commenter 
for the suggestion. Although data 
display and Web site design issues are 
not subject to the rulemaking process, 
we will take this suggestion under 
consideration for future releases of the 
Hospital Compare Web site. 

Comment: One commenter requested 
that CMS describe in greater detail the 
rationale for publicly reporting 
measures on CMS Web sites other than 
Hospital Compare on a case-by-case 
basis. 

Response: Section 
1886(b)(3)(B)(viii)(VII) of the Act 
requires that the Secretary establish 
procedures for making information 
regarding measures submitted for the 
RHQDAPU payment determinations 
available to the public after ensuring 
that a hospital has the opportunity to 
review its data before they are made 
public. While we strive to make as 
much of this information available on 
the Hospital Compare Web site, there 
are instances where we need further 
time to develop a method of displaying 
the information so that it does not 
confuse or mislead consumers intending 

to use the data in healthcare decision 
making. To satisfy the statutory 
requirement for transparency of the 
information used to make RHQDAPU 
payment determinations available to the 
public, we would display the data on 
another CMS Web site such as http:// 
www.cms.gov, but not on the Hospital 
Compare Web site, which is meant to be 
a consumer oriented decision tool. Once 
an appropriate display mechanism has 
been determined, the information would 
be added to the Hospital Compare Web 
site. 

We will continue to use this public 
display process for the RHQDAPU 
program. 

2. Retirement of RHQDAPU Program 
Measures 

a. Considerations in Retiring Quality 
Measures From the RHQDAPU Program 

Unless stated otherwise, we generally 
retain measures from the current year’s 
RHQDAPU program measure set for 
subsequent years’ measure sets. We 
have previously retired one measure, 
PN–1: Oxygenation Assessment for 
Pneumonia, from the RHQDAPU 
program on the basis of high unvarying 
performance among hospitals, as 
measures with very high performance 
among hospitals present little 
opportunity for improvement, and do 
not provide meaningful distinctions in 
performance for consumers. We also 
have retired one measure from the 
program because it no longer 
‘‘represent[ed] the best clinical practice,’’ 
as stated under section 
1886(b)(3)(B)(viii)(VI) of the Act. In this 
latter situation, we stated that when 
there is reason to believe that the 
continued collection of a measure as it 
is currently specified raises potential 
patient safety concerns that it is 
appropriate for CMS to take immediate 
action to remove a measure from the 
RHQDAPU program and not wait for the 
annual rulemaking cycle. Therefore, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43864 and 43865), we 
stated that we would promptly retire 
such measures followed by subsequent 
confirmation of the retirement in the 
next IPPS rulemaking. When we do so, 
we will notify hospitals and the public 
through the usual hospital and QIO 
communication channels used for the 
RHQDAPU program, which include 
memo and e-mail notification and 
QualityNet Web site articles and 
postings. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule, we invited public 
comment regarding additional 
RHQDAPU program measures that 
should be considered for retirement 

along with criteria that should be used 
for retiring measures. In the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, 
commenters recommended 11 
RHQDAPU program measures for 
retirement for various reasons (74 FR 
43865). Among the criteria suggested by 
commenters that CMS should consider 
when determining whether to retire 
RHQDAPU program measures were: (1) 
Measure performance among hospitals 
is so high and unvarying that 
meaningful distinctions and 
improvements in performance can no 
longer be made; (2) performance or 
improvement on a measure does not 
result in better patient outcomes; (3) a 
measure does not align with current 
clinical guidelines or practice; (4) the 
availability of a more broadly applicable 
(across settings, populations, or 
conditions) quality measure for the 
topic; (5) the availability of a measure 
that is more proximal in time to desired 
patient outcomes for the particular 
topic; (6) the availability of a measure 
that is more strongly associated with 
desired patient outcomes for the 
particular topic; (7) collection and/or 
public reporting of a measure leads to 
negative unintended consequences 
other than patient harm. We agreed with 
commenters that these criteria should be 
among those considered in evaluating 
current RHQDAPU program measures 
for retirement. We again invited 
commenters to submit suggestions for 
additional measure retirement criteria 
for CMS to consider. 

Comment: One commenter asked for 
the CMS definition of ‘‘retirement’’ and 
the relationship of retired measures to 
the RHQDAPU program. 

Response: Retirement of a measure 
from the RHQDAPU program constitutes 
permanent removal of a measure from 
the RHQDAPU program measurement 
set for future payment determinations. 

Comment: Some commenters agreed 
with CMS’ quality measure retirement 
criteria including measures with 
consistent high performance (topped- 
out), measures not supported by 
evidence, measures that no longer 
represent the best clinical practice, and 
measures that have become a cause for 
potential patient safety concerns. A 
commenter recommended that CMS add 
the following two criteria to its list of 
criteria to be considered when 
determining whether to retire a 
RHQDAPU measure: (1) The measure 
should be modified or deleted if new 
clinical evidence exists that 
demonstrates that the measure should 
be modified or deleted; and (2) a 
previous process measure should be 
retired in favor of a new risk-adjusted 
outcomes measure. Some commenters 
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11 AHRQ. Guidance on Using the AHRQ QI for 
Hospital-Level Comparative Reporting. June 2009. 

http://www.qualityindicators.ahrq.gov/downloads/
publications/AHRQ%20QI%20Guide%20to
%20Comparative%20Reporting%20v10.pdf. 

suggested CMS collaborate with 
organizations such as the NQF and the 
HQA in reviewing all current 
RHQDAPU quality measures for 
retirement determinations. 

A few commenters supported the 
retirement of topped-out measures but 
some commenters were concerned that 
the retirement of topped-out measures 
would lead to subsequent declining 
performance. The commenters further 
suggested that the process measures are 
also accountability measures and should 
not be retired just because they are 
topped-out. Some commenters 
recommended that CMS should 
continue data collection for topped out 
measures on a 3-year cycle, or consider 
incorporating the measure into a 
meaningful composite measure set. 
Another commenter recommended that 
CMS conduct demonstration projects to 
ascertain the impact of the proposed 
measures for retirement and assess the 
organizations’ ability to sustain 
improvement over time for measures 
that are considered to be taken out of 
the RHQDAPU program. The 
commenter believed that demonstration 
projects would enable the cycling of 
measures in and out of the RHQDAPU 
program as desired for public reporting 
and incentive payment programs. 

Response: We thank the commenters 
for sharing these suggestions and 
criteria for quality measure retirement. 
We will consider the commenters’ 
recommendations for evaluating current 
RHQDAPU program measures for 
retirement. We agree that changing 
scientific evidence should be 
considered in deciding whether to 
modify or retain a measure. We also 
agree that risk-adjusted outcome 
measures could potentially serve to 
replace process measures, although we 
believe other factors should be 
considered such as the performance on 
the process measures and the degree to 
which the measures address the same 
populations. While sustaining quality 
improvement gains for measures is 
important, it currently is not feasible for 
us to conduct continued surveillance on 
measures that have been retired from 
the RHQDAPU program. Further, we do 

not believe that the one measure that we 
have retired requires continued 
surveillance. This is because measuring 
oxygen saturation is part of ongoing 
monitoring functions built into 
equipment used for all hospitalized 
patients, and therefore would not suffer 
a decline in practice from lack of 
inclusion in this reporting program. We 
will consider the feasibility of the 
commenters’ suggestions to periodically 
monitor performance of measures that 
we may subsequently retire. As for 
collaboration with NQF and HQA, we 
consider changes in NQF endorsement 
status for measures adopted and 
considered for RHQDAPU, and as HQA 
members, we participate in HQA 
activities, which include reviewing 
measures which may be considered for 
retirement. We will consider the 
feasibility and appropriateness of the 
suggestion to use Medicare 
demonstrations as a potential 
mechanism to monitor measure 
performance for measures that may in 
the future be retired from the 
RHQDAPU program and suffer a decline 
in desired practices as a result of 
retirement. 

b. Retirement of Quality Measures 
Under the RHQDAPU Program for the 
FY 2011 Payment Determination and 
Subsequent Years 

In the FY 2009 IPPS final rule for the 
FY 2010 payment determination, we 
adopted nine measures that were 
developed by the Agency for Healthcare 
Research and Quality (AHRQ), and in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
we subsequently retained these 
measures for the FY 2011 payment 
determination. One of these measures 
was the AHRQ Mortality for Selected 
Surgical Procedures Composite, which 
is comprised of measures from the 
AHRQ Inpatient Quality Indicator (IQI) 
measure set. In late June of 2009, 
following an NQF steering committee 
evaluation of the AHRQ Mortality for 
Selected Surgical Procedures composite, 
the AHRQ issued guidance 11 that this 

composite is ‘‘not recommended for 
comparative reporting’’ as specified due 
to significant evidence gaps, and that 
these significant evidence gaps are 
unlikely to be addressed with further 
development or validation work. This 
guidance is available at: http://www.
qualityindicators.ahrq.gov/downloads/
publications/AHRQ%20QI%20
Guide%20to%20Comparative
%20Reporting%20v10.pdf. 

For this reason, we proposed to retire 
the Mortality for Selected Procedures 
Composite from the RHQDAPU program 
measure set for the FY 2011 payment 
determination and for subsequent 
payment determinations because the 
measure is not considered suitable for 
purposes of comparative reporting by 
the measure developer. We will neither 
calculate this measure for the FY 2011 
payment determination, nor display 
results for this measure on Hospital 
Compare. We invited comment on our 
proposal to retire this measure from the 
RHQDAPU program for the FY 2011 
payment determination and for 
subsequent payment determinations. 
We also invited commenters to submit 
suggestions and rationales for retirement 
of other RHQDAPU program measures. 

Comment: Commenters 
overwhelmingly supported the 
proposed retirement of the Mortality for 
Selected Procedures Composite from the 
RHQDAPU program measure set for the 
FY 2011 payment determination and for 
subsequent payment determinations due 
to its unsuitability for comparative 
reporting. 

Response: We thank the commenters 
for their support and we are finalizing 
the retirement of this measure for the FY 
2011 and subsequent payment 
determinations. 

Set out below are the 45 RHQDAPU 
program quality measures for the FY 
2011 payment determination reflecting 
our retirement of 1 measure: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

3. Expansion Plan for Quality Measures 
for the FY 2012, FY 2013, and FY 2014 
Payment Determinations 

a. Considerations in Expanding and 
Updating Quality Measures Under the 
RHQDAPU Program 

In the FY 2009 IPPS final rule (73 FR 
48613) and the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43866 
through 43869), we acknowledged the 
data collection burden for hospitals 
participating in the RHQDAPU program, 
and reiterated our desire to expand the 
RHQDAPU program measure set while 
minimizing burden and seeking to 
provide alternative mechanisms for data 
submission for the RHQDAPU program. 
In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule, we also stated that in future 
expansions and updates to the 
RHQDAPU program measure set, we 

would be taking into consideration 
several important goals. These goals 
include: (a) Expanding the types of 
measures beyond process of care 
measures to include an increased 
number of outcome measures, efficiency 
measures, and patients’ experience-of- 
care measures; (b) expanding the scope 
of hospital services to which the 
measures apply; (c) considering the 
burden on hospitals in collecting chart- 
abstracted data; (d) harmonizing the 
measures used in the RHQDAPU 
program with other CMS quality 
programs to align incentives and 
promote coordinated efforts to improve 
quality; (e) seeking to use measures 
based on alternative sources of data that 
do not require chart abstraction or that 
utilize data already being reported by 
many hospitals, such as data that 
hospitals report to clinical data 

registries, or all-payer claims data bases; 
and (f) weighing the relevance and 
utility of the measures compared to the 
burden on hospitals in submitting data 
under the RHQDAPU program. 

Specifically, we give priority to 
quality measures that assess 
performance on: (a) Conditions that 
result in the greatest mortality and 
morbidity in the Medicare population; 
(b) conditions that are high volume and 
high cost for the Medicare program; and 
(c) conditions for which wide cost and 
treatment variations have been reported, 
despite established clinical guidelines. 
We have used and continue to use these 
criteria to guide our decisions regarding 
what measures to add to the RHQDAPU 
program measure set. In addition, in 
selecting measures, we seek to address 
the six quality aims of effective, safe, 
timely, efficient, patient-centered, and 
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12 A registry is a collection of clinical data for 
purposes of assessing clinical performance, quality 
of care, and opportunities for quality improvement. 

equitable healthcare. Current and long 
term priority topics include: prevention 
and population health; safety; chronic 
conditions; high cost and high volume 
conditions; elimination of health 
disparities; healthcare-associated 
infections and other adverse healthcare 
outcomes; improved care coordination; 
improved efficiency; improved patient 
and family experience of care; effective 
management of acute and chronic 
episodes of care; reduced unwarranted 
geographic variation in quality and 
efficiency; and adoption and use of 
interoperable health information 
technology. 

These criteria, priorities, and goals are 
consistent with section 
1886(b)(3)(B)(viii)(X) of the Act, as 
added by section 3001(a)(2)(D) of the 
Affordable Care Act, which requires the 
Secretary, to the extent practicable and 
with input from consensus 
organizations and other stakeholders, to 
take steps to ensure that the RHQDAPU 
measures are coordinated and aligned 
with quality measures applicable to 
physicians and other providers of 
services and suppliers under Medicare. 

RHQDAPU program measures were 
initially based solely on a hospital’s 
submission of chart-abstracted quality 
measure data. However, in recent years 
we have adopted measures that do not 
require chart abstraction, including 
structural and claims-based quality 
measures which we can calculate using 
other data sources. This supports our 
goal of expanding the measures for the 
RHQDAPU program while minimizing 
the burden on hospitals and, in 
particular, without significantly 
increasing the chart abstraction burden. 

In addition to claims-based and 
structural measures, we previously 
noted that registries 12 and electronic 
health records (EHRs) are potential 
alternative sources of hospital data for 
the RHQDAPU program. We observed 
that many hospitals already submit data 
to and participate in existing registries, 
and that registries often capture 
outcome information and provide 
ongoing quality improvement feedback 
to registry participants. We envisioned 
that instead of requiring hospitals to 
submit the same data to CMS that many 
hospitals are already submitting to 
registries, that we would collect the data 
directly from the registries. This could 
enable the expansion of the RHQDAPU 
program measure set without increasing 
the burden of data collection for those 
hospitals participating in the registries. 
We cited as examples of registries 

actively used by hospitals the Society of 
Thoracic Surgeons (STS) Cardiac 
Surgery Registry (with approximately 90 
percent participation by cardiac surgery 
programs), the AHA Stroke Registry 
(with approximately 1200 hospitals 
participating), and the American 
Nursing Association (ANA) Nursing 
Sensitive Measures Registry (with 
approximately 1400 hospitals 
participating). In the FY 2009 IPPS final 
rule (73 FR 48608 through 48609), we 
adopted the first RHQDAPU program 
measure related to registries: 
Participation in a Systematic Database 
for Cardiac Surgery. Subsequently, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
(74 FR 43870 through 43872), we 
adopted two additional structural 
measures of registry participation for the 
topics of Stroke and Nursing Sensitive 
Care. We continue to evaluate the 
feasibility of leveraging registry-based 
data collection mechanisms for the 
RHQDAPU program. 

We also stated our intention to 
explore mechanisms for data 
submission using EHRs (73 FR 48614; 
74 FR 43866, 43892). Establishing such 
a system will require interoperability 
between EHRs and CMS data collection 
systems, additional infrastructure 
development on the part of hospitals 
and CMS, and the adoption of standards 
for the capturing, formatting, and 
transmission of data elements that make 
up the measures. However, once these 
activities are accomplished, the 
adoption of measures that rely on data 
obtained directly from EHRs will enable 
us to expand the RHQDAPU program 
measure set with less cost and burden 
to hospitals. 

In the FY 2009 IPPS final rule, we 
adopted nine AHRQ measures for the 
RHQDAPU program, one of which is 
now retired for the FY 2011 payment 
determination and subsequent payment 
determinations in this final rule. We 
stated that we would initially calculate 
the measures using Medicare claims 
data (73 FR 48608). However, we also 
stated that we remained interested in 
using all-payer claims data to calculate 
them and that we might propose to 
collect such data in the future. In the FY 
2010 IPPS/RY 2010 LTCH PPS proposed 
rule (74 FR 24169), we invited input 
and suggestions on how all-payer claims 
data can be collected and used by CMS 
to calculate these measures, as well as 
on additional AHRQ measures that we 
should consider adopting for future 
RHQDAPU program payment 
determinations. 

In summary, we noted in the FY 2011 
IPPS/LTCH PPS proposed rule that we 
will continue to pursue goals regarding 
the expansion and updating of quality 

measures under the RHQDAPU program 
while minimizing burden. We will take 
into account the public comments we 
receive on the possible uses of EHRs, 
registries, and all-payer claims data in 
the RHQDAPU program. We also will 
consider the measure selection criteria 
suggested by various commenters in 
prioritizing and selecting quality 
measures for the future. 

Comment: A few commenters 
supported the use of EHR-based data 
collection. One commenter was 
concerned that the clinical quality 
measures in the RHQDAPU program do 
not align with the electronic quality 
measure reporting requirements as part 
of the meaningful use criteria under the 
HITECH EHR incentive program rule. 

Response: We appreciate these 
supportive comments for EHR-based 
data collection as an alternative data 
source for quality measures. One of our 
priorities in the RHQDAPU program is 
to align clinical quality measures in the 
RHQDAPU program with the electronic 
quality measure reporting requirements 
under the meaningful use criteria under 
the HITECH EHR Incentive program in 
the future, and to specify current 
RHQDAPU measures for EHR-based 
collection. We note that some of the 
RHQDAPU program quality measures 
do not lend themselves to EHR 
reporting, for example HCAHPS 
experience of care measures. We are 
mindful of the need for alignment of the 
clinical measures used in the two 
programs as more measures are 
implemented in the future. 

Comment: Several commenters stated 
that CMS should delay the 
implementation of additional quality 
measures and spend time prioritizing 
future electronic quality measures 
during this transition to EHR. 

Response: Given the time that will be 
needed for building of infrastructure, 
interoperability, testing and 
development of e-specifications of 
measures, and the proposal and 
finalization of clinical quality measures, 
we believe we should not wait for the 
complete transition to EHR-based 
measure collection in order to move 
forward with the expansion of the 
RHQDAPU program. In determining 
whether to adopt new quality measures 
for the RHQDAPU program, we weigh 
the potential benefit of improvement 
that would result from reporting a given 
measure against the potential resource 
burden associated with reporting a 
measure. However, in the future, our 
intent is to develop and specify 
electronic measures of quality that will 
be aligned and meet the requirements 
for both programs. 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00149 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50190 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

Comment: One commenter questioned 
the value of claims-based and registry- 
based data collection when EHR data 
collection is fully implemented. 

Response: We believe that claims may 
still be needed to identify prior events 
and diagnoses for measures that require 
look-back periods, involving the 
matching of data for a single patient 
over long periods of time (for example, 
1 year of prior history) across multiple 
settings. EHR data provides a cross- 
sectional snapshot of data, and such 
matching is not possible with a 
snapshot of data from a single provider 
or setting because it would not have all 
events and diagnoses for a particular 
patient outside of the particular setting 
or episode of care. This is possible, 
however, when claims for Medicare 
beneficiaries are utilized for such 
historical information across providers. 
Such data could be used to supplement 
cross-sectional clinical EHR data. 
Furthermore, registries provide services 
beyond data collection, such as quality 
improvement support, feedback and 
best practices. 

Comment: A commenter requested 
that CMS only implement measures that 
are aligned with identical technical 
specifications as other national data 
collection projects. For instance, the 
proposed Stroke registry measure has 
different population definitions from 
the Joint Commission stroke core 
measures, Disease certification program 
and designated Stroke Centers. 

Response: We agree that measures 
used in the RHQDAPU program should 
be based on a single set of harmonized 
population definitions and measure 
specifications. As discussed in later 
sections, we are not finalizing the 
registry-based submission mechanism 
proposal. 

Comment: One commenter asked for 
clarification on the requirements for 
measures that are calculated based on 
ICD–9 CM codes as well as the timeline 
and impact of transitioning to ICD–10– 
CM codes. 

Response: CMS has announced the 
transition to ICD–10–CM codes effective 
October 1, 2013, at the start of FY 2014. 
Prior to that date, we will be 
respecifying measures that are 
implemented in quality data reporting 
programs to incorporate ICD–10–CM 
codes. 

Comment: Several commenters noted 
that CMS’ intent to reduce burden by 
proposing different reporting 
mechanism may in fact create more 
burden on hospitals. Hospitals are most 
familiar with chart abstraction. 

Response: We agree with commenters 
that hospitals are most familiar with 
chart abstraction as a data collection 

method. However, we also recognize 
that this is a burdensome mechanism. 
Therefore, we believe, that it is desirable 
to leverage other collection 
mechanisms, especially where they are 
already actively being used by hospitals. 
We introduced two alternative reporting 
mechanisms in the proposed rule, the 
National Healthcare Safety Network 
(NHSN) and registry-based reporting. 
Although we are not adopting registry- 
based reporting, we envisioned that 
most hospitals would already be 
reporting one of the measures sets to at 
least one registry. Accordingly, we 
anticipated that in most cases there 
would be no new reporting required, 
only the selection of a registry to which 
hospitals were already reporting. 

With respect to the NHSN, many 
States are introducing requirements that 
hospitals report HAI data to the Centers 
for Disease Control and Prevention 
(CDC) via NHSN. Although we could 
have required that hospitals report HAI 
measures to CMS via chart abstraction, 
this would require duplicate effort on 
the part of hospitals submitting data 
through the NHSN on HAIs. Therefore, 
we proposed and are finalizing the CDC 
NHSN as the mechanism to submit data 
on HAI measures. In this way, we have 
aligned the CDC reporting efforts, and 
reporting mandated by many States. We 
believe that this is good policy and 
something commenters have urged. 

Comment: A number of commenters 
supported the use of registries as an 
alternative source of hospital-specific 
data on quality measures and as a means 
to reduce hospital burden. Several 
commenters indicated that the use of 
registries to collect hospital-level data 
would reduce administrative burden 
and ensure appropriate risk-adjustment 
for quality improvement and public 
reporting purposes, as well as other 
benefits, including broadening the 
information for quality improvement 
and Hospital Compare, but cautioned 
that registry data could weaken the 
validity and reliability of the 
information unless strict standards for 
data quality were imposed. A 
commenter suggested that CMS consider 
additional measures that could be 
compiled from registry data. 

Response: We thank the commenters 
for acknowledging the potential 
efficiencies and quality improvement 
support that could be gained through 
registry-based quality data reporting. We 
agree that standards for data quality 
would be necessary should CMS adopt 
registry-based measures for RHQDAPU 
in the future. The qualification criteria 
we proposed for registries were meant to 
establish standards for data quality for 
the measures we proposed to receive 

from registries. We will continue to 
pursue registry-based data submission 
as an alternative mechanism for 
receiving data for quality measures 
adopted into the RHQDAPU 
measurement set. 

Comment: Many commenters opposed 
the inclusion of quality measures that 
require participation in registries. 
Several commenters expressed concern 
regarding the possibility that they may 
be required to participate in proprietary 
registries in the future. These 
commenters saw registry-based data 
collection as costly and labor intensive 
because many of the measures collected 
by registries require chart abstraction. 
Some commenters recommended that 
CMS first standardize the data 
collection and submission process 
across registries to ensure data quality. 
One commenter asked for clarification 
on how would the registry-based 
measures which are only used by a 
subset of hospitals be utilized in a value 
based purchasing program. Some 
commenters encouraged CMS to 
promote the study of regional variation 
to enable comparisons within/across 
systems and among regional registries in 
order to give hospitals more options in 
data reporting. 

Response: We are not finalizing the 
registry-based submission proposal. 
Among other reasons for not finalizing 
this proposal, we agree that it would be 
difficult to use the measures for value 
based purchasing if only a subset of 
hospitals with such cases report the 
measures, as the commenter suggests. 
Regional registries may be appropriate 
for registry-based submission, so long as 
there are a sufficient number of other 
registries to allow submission 
nationwide. We agree with the 
importance of standardizing data 
collection and submission processes by 
registries. Many hospitals are currently 
participating in a number of registries 
that collect data on quality measures 
that are topics of interest to us. We did 
not intend to require hospitals to 
participate in a proprietary registry, but 
rather to leverage existing participation 
in registries as an efficient alternative 
source from which to collect the data. 
However, we acknowledge the 
commenters’ concern regarding the cost 
and labor associated with participation 
in certain registries which may make 
this alternative mechanism for data 
submission less feasible for some 
hospitals. 

In considering registry-based 
submission for the future, we will 
consider whether registry-based data 
collection should be one means, but not 
an exclusive means, of submitting data 
for RHQDAPU quality measures. 
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Comment: Some commenters 
encouraged CMS to look to the National 
Priorities Partnership goals as a 
framework for the types of measures 
that should be included in the 
RHQDAPU program. Another 
commenter suggested the RHQDAPU 
program should only include those 
quality measures that meet a high 
threshold of accountability criteria. 
Another commenter stated CMS should 
develop a core measure set for inclusion 
in the pay-for-performance program. 

Response: The National Priorities 
Partnership is a 28 member organization 
convened by the NQF for the purpose of 
identifying improvement goals and 
action steps for the U.S. healthcare 
system. We are a member of the 
National Priorities Partnership and 
participate in its framework-setting 
activity. Our measure selection activity 
and measure development activity takes 
into account the priorities established 
by this framework as well as other 
criteria described earlier. Since measure 
selection for the HVBP program is 
dependent upon the pool of measures 
that have been adopted for the 
RHQDAPU program, the measures to be 
selected for inclusion in the HVBP 
program would be guided by these same 
frameworks and criteria. 

Comment: Several commenters stated 
that measures selected for the 
RHQDAPU program should be both 
endorsed by the NQF and adopted by 
the HQA. Some commenters suggested 
that these steps were required by the 
Deficit Reduction Act of 2005 (DRA). 

Response: Section 
1886(b)(3)(B)(viii)(V) of the Act, as 
added by the DRA and prior to the 
amendment made by section 
3001(a)(2)(B) of the Affordable Care Act, 
requires that, effective for payments 
beginning with FY 2008, the Secretary 
add quality measures that reflect 
consensus among affected parties and, 
to the extent feasible and practicable, 
have been set forth by one or more 
national consensus building entities. 
This provision does not require that the 
measures we adopt for the RHQDAPU 
program be endorsed by any particular 
entity, and we believe that consensus 
among affected parties can be reflected 
by means other than endorsement by a 
voluntary consensus organization, 
including consensus achieved during 
the measure development process, 
consensus shown through broad 
acceptance and use of measures, and 
consensus through public comment (74 
FR 24165 through 24166). Nevertheless, 
we have stated on numerous occasions 
that we prefer quality measures that are 
endorsed by the NQF. The NQF uses a 
formal consensus development process. 

As the NQF notes on its Web site at: 
http://www.qualityforum.org/
Measuring_Performance/Consensus_
Development_Process.aspx, it has been 
recognized as a voluntary consensus 
standards-setting organization as 
defined by the National Technology 
Transfer and Advancement Act of 1995 
(Pub. L. 104–113) (NTTAA) and Office 
of Management and Budget Circular A– 
119. We are unaware of any other 
organizations that qualify as an NTTAA 
consensus organization for the 
endorsement of quality measures. 

We also take into consideration the 
measures adopted by the HQA as well 
as an array of input from the public. The 
HQA is a national public-private 
collaboration that is committed to 
making meaningful, relevant, and easily 
understood information about hospital 
performance accessible to the public 
and to informing and encouraging 
efforts to improve quality. We 
appreciate HQA’s integral efforts to 
improve hospital quality of care and its 
support of our public quality reporting 
programs. As discussed previously, 
section 3001(a)(2) of the Affordable Care 
Act amended section 
1886(b)(3)(B)(viii)(V) of the Act and 
limited its applicability effective for 
payments for FYs 2008 through 2012. 
However, section 3001(a)(2) of the 
Affordable Care Act added a new 
section 1886(b)(3)(B)(viii)(IX) to the Act. 
This provision requires, for payments 
beginning with FY 2013, that each 
measure specified by the Secretary be 
endorsed by a consensus entity, except 
in certain circumstances. In the case of 
a specified area or medical topic 
determined appropriate by the Secretary 
for which a feasible and practical 
measure has not been endorsed by the 
consensus entity, the Secretary may 
specify a measure that is not endorsed 
by the consensus entity if due 
consideration is given to measures that 
have been endorsed or adopted by a 
consensus organization identified by the 
Secretary. 

In the past, we have proposed to add 
new RHQDAPU program measures for 
one year’s payment determination in a 
given rulemaking cycle. Although in 
prior years we have identified various 
measures for future consideration, we 
have not proposed or finalized measures 
for RHQDAPU beyond those to be 
collected for the purpose of the next 
sequential payment determination. In 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23965), we proposed an 
expansion to the RHQDAPU program 
that will take place over 3 payment 
years, and proposed to add measures 
not only for the FY 2012 payment 
determination, but also for FY 2013 and 

FY 2014 payment determinations. To 
the extent we finalize some or all of 
these proposed measures this year, we 
believe that we will be providing greater 
certainty for hospitals to plan to meet 
future reporting requirements and 
implement related quality improvement 
efforts. We will also have more time to 
prepare, organize and implement the 
necessary infrastructure to collect data 
on the measures and make payment 
determinations. Finally, in section 
IV.A.5.a.(2) of the proposed rule (75 FR 
23985), we discussed a proposal to 
make RHQDAPU payment 
determinations beginning with FY 2013 
using, in part, a consecutive calendar 
year of quality measure data. This 
proposed approach, of synchronizing 
the quarters for which data on these 
measures must be submitted during 
each year with the quarters we will use 
to make payment determinations, would 
apply beginning with January 1, 2011 
discharges although it would not affect 
our payment determinations until FY 
2013. We invited public comment on 
the measures and timeframe for their 
addition to the RHQDAPU program 
measure set. 

Comment: Many commenters 
expressed support of our proposal to 
propose and finalize RHQDAPU quality 
measures for 3 years in a single 
rulemaking in order to provide hospitals 
with advanced notice for planning 
purpose. 

Response: We appreciate the 
commenters’ support of our proposal to 
finalize measures for 3 consecutive 
payment determinations. Although we 
will finalize measures for 3 consecutive 
years, we may add or remove measures 
for these years in future rulemaking 
cycles should we need to respond to 
agency and statutory changes. 

Comment: A few commenters urged 
CMS not to finalize the proposed 3-year 
RHQDAPU quality measure plan until 
the availability of adequate information 
to align RHQDAPU program quality 
measures with the upcoming health care 
priorities of the Affordable Care Act 
becomes available. A commenter stated 
it is crucial to assure data quality given 
the various data sources that CMS 
proposed. 

Response: We retain the ability to 
change or replace measures in future 
rulemaking, which could be based on 
the national strategy to be developed 
under the Affordable Care Act. The 
measures that we finalize reflect 
important HHS priorities. Establishing 
them as RHQDAPU measures allows 
hospitals, CMS, and the public to have 
a longer time to prepare for collection 
and quality improvement efforts related 
to the measure. We have also previously 
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stated that should agency priorities or 
legislative changes require us to alter 
the measures selected, we will do so 
through the rulemaking process. We 
intend to examine and assure data 
quality for new sources of data if 
adopted for RHQDAPU. 

Comment: Some commenters 
questioned CMS’ authority to add 
measures to the RHQDAPU program 
beyond the FY 2012 payment 
determination as section 3001(a)(2)(B) of 
the Affordable Care Act revises section 
1886(b)(3)(B)(viii)(V) of the Act. 

Response: We do not believe that the 
commenters are correctly reading the 
amendment to section 
1886(b)(3)(B)(viii)(V) of the Act made by 
section 3001(a)(2)(B) of the Affordable 
Care Act in conjunction with section 
1886(b)(3)(B)(viii)(III) of the Act. As 
amended, section 1886(b)(3)(B)(viii)(V) 
of the Act states that, for payments for 
FYs 2008 through 2012, the Secretary 
shall add other measures that reflect 
consensus among affected parties and, 
to the extent feasible and practicable, 
shall include measures set forth by one 
or more national consensus building 
entities. For payments for FY 2013 and 
beyond, the Secretary would be able to 
add measures because section 
1886(b)(3)(B)(viii)(III) of the Act 
provides the Secretary with the 
authority to expand the measures 
consistent with the succeeding statutory 
provisions. Section 
1886(b)(3)(B)(viii)(V) of the Act simply 
would not apply to payments for FYs 
2013 and beyond. 

In summary, we are finalizing our 
proposal to select measures for three 
consecutive payment years. As 
discussed in section IV.A.5.a.(2) of this 
final rule, where we respond to 
comments on synchronizing the 
quarterly submission of data, we are 
finalizing our proposal to synchronize 
the quarterly submission of data for 
RHQDAPU. We will continue to pursue 
goals regarding the expansion and 
updating of quality measures under the 
RHQDAPU program while minimizing 
burden. We will take into account the 
public comments we received on the 
possible uses of EHRs, registries, and 
all-payer claims data in the RHQDAPU 
program. We also will consider the 
measure selection criteria suggested by 
various commenters in prioritizing and 
selecting quality measures for the 
future. 

b. RHQDAPU Program Quality Measures 
for the FY 2012 Payment Determination 

(1) Retention of 45 Existing RHQDAPU 
Program Quality Measures for the FY 
2012 Payment Determination 

As noted above, we are retiring the 
AHRQ Mortality for Selected Surgical 
Procedures Composite for the FY 2011 
payment determination. We proposed 
that the remaining 45 of the 46 quality 
measures for the FY 2011 RHQDAPU 
program payment determination will be 
used for the FY 2012 RHQDAPU 
program payment determination. Details 
regarding data submission requirements 
were discussed in section IV.A.5. of the 
proposed rule. We invited comment on 
the proposal to include all FY 2011 
measures except for the AHRQ Mortality 
for Selected Surgical Procedures 
Composite in the FY 2012 RHQDAPU 
measure set. 

Comment: A commenter suggested 
CMS further discuss risk-adjustment, 
co-morbid conditions, exclusion 
criteria, and interpretation of the 
collected data before making decisions 
to retain the 45 measures as proposed. 

Response: In general, we retain 
measures from one payment 
determination to the next unless we 
specifically retire them. Currently, risk 
adjustment of comorbidities for outcome 
measures and exclusion criteria for all 
measures are maintained on an ongoing 
basis as part of routine measure 
maintenance, and are submitted every 3 
years to NQF for reevaluation. We do 
not address measure maintenance or 
data display and interpretation issues in 
annual rulemaking. These issues are 
addressed in sub-regulatory processes. 

Comment: Some commenters were 
concerned that the Pneumonia Measure 
PN·6 (including PN·6a and PN–6b) 
relating to the initial antibiotic selection 
for Community Acquired Bacterial 
Pneumonia (CABP) in immune- 
competent patients is at risk of not 
representing the best clinical practice if 
its technical specifications are not 
updated in a timely manner. The 
commenters suggested that, for PN–6, 
CMS should clearly define the process 
for hospitals to prescribe newly 
approved antibiotics to treat CABP with 
flexibility. Furthermore, the 
commenters noted that CMS also should 
add Ceftaroline Fosamil to the 
Pneumonia Antibiotic Consensus 
Recommendations upon FDA approval. 

Response: As stated earlier, we 
maintain and update the technical 
specifications for RHQDAPU program 
measures regularly, which includes 
regular updating of drug lists to include 
new FDA approved medications, 
including antibiotics that could be used 

for patients included in the PN–6 
measure. Appropriate documentation 
for hospital prescribing practices for 
measures such as PN–6 is also 
maintained in the technical 
specifications. 

After consideration of the public 
comments we received, we are adopting 
as final our proposal to retain 45 
existing measures from the FY 2011 
RHQDAPU payment determinations as 
RHQDAPU quality measures for the FY 
2012 payment determination. 

In proposing to retain 45 of the 46 FY 
2011 measures, we recognized that we 
were not significantly reducing the 
burden for hospitals, since the 1 
measure that we proposed to remove is 
a measure that currently is calculated 
based on Medicare claims. At the same 
time, our proposal to expand the 
measures for FY 2012 and beyond may 
add additional reporting burdens and 
new focus areas for hospital quality 
improvement efforts. In view of our 
concern about the burden of reporting 
for hospitals, especially when it comes 
to reporting chart-abstracted measures, 
another option that we have considered 
to accommodate the expansion of the 
measure set is the retirement of 
additional measures. Specifically, we 
have considered retiring one or more of 
those measures suggested by various 
commenters that were listed in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43865). We noted in that final 
rule that 11 RHQDAPU program chart- 
abstracted measures were recommended 
for retirement by commenters. Seven of 
these 11 measures were recommended 
for retirement based on their 
performance being uniformly high 
nationwide, with little variability among 
hospitals. Information on the 
performance rates for hospitals 
reporting is available at: http://www.
cms.hhs.gov/HospitalQualityInits/
downloads/
HospitalNationalLevelPerformance.pdf. 
These measures are: 

• AMI–1 Aspirin at arrival 
• AMI–3 ACEI/ARB for left 

ventricular systolic dysfunction 
• AMI–4 Adult smoking cessation 

advice/counseling 
• AMI–5 Beta-blocker prescribed at 

discharge 
• HF–4 Adult smoking cessation 

advice/counseling 
• PN–4 Adult smoking cessation 

advice/counseling 
• SCIP–Infection-6: Surgery patients 

with appropriate hair removal 
In addition to these ‘‘topped-out’’ 

measures, commenters recommended 
we retire four additional measures listed 
below for reasons unrelated to high 
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unvarying performance. These measures 
are: 

• HF–1 Discharge instructions 
• PN–3b Blood culture performed 

before first antibiotic received in 
hospital 

• SCIP–Infection-2: Prophylactic 
antibiotic selection for surgical patients 

• SCIP–Infection-4: Cardiac Surgery 
Patients with Controlled 6AM 
Postoperative Serum Glucose 

Reasons given by commenters 
included the following: (1) Care process 
measured has weak or no relationship to 
better outcomes, (2) collection burden of 
measure negates or outweighs the 
benefit of reporting the measure, and (3) 
measure perceived to be discordant with 
current guidelines. 

We invited comments on the option to 
retire 1 or more of these 11 measures 
that were suggested for retirement by 
commenters to the FY 2010 IPPS/RY 
2010 LTCH PPS proposed rule. We 
acknowledged that some of these 
measures were proposed for electronic 
reporting under the program for 
incentive payment for meaningful use of 
electronic health records (75 FR 1896). 

In addition, we stated that we were 
considering an option under which if 
we propose and finalize measures that 
are specified to more broadly address a 
clinical topic, and thus would require 
hospitals to submit the same data that 
they are already submitting on more 
narrowly specified measures that we 
previously adopted for the RHQDAPU 
program, we would propose to retire the 
more narrowly specified measures from 
the RHQDAPU measure set. An example 
of this option that we were considering 
would be retirement of the current 
Influenza and Pneumoccocal 
vaccination measures that apply only to 
the Pneumonia admission inpatient 
population (PN–2 Pneumococcal 
vaccination status; and PN–7 Influenza 
vaccination status) if we proposed and 
finalized measures of Influenza and 
Pneumoccocal vaccination that apply to 
all inpatients. We invited comments on 
this option to retire narrowly specified 
measures in order to accommodate more 
broadly specified measures on a given 
topic. 

Comment: A few commenters 
supported retiring narrowly specified 
measures such as the vaccination 
measures that are specific to Pneumonia 
inpatients, as a way to reduce burden, 
especially when broader measures are 
available. 

Response: We thank the commenters 
for their support of the concept of 
retiring narrowly specified measures 
and replacing them with measures that 
could be applied to a broader 
population. As we discuss below in 

section IV.A.3.d. of this final rule, we 
are using this strategy and retiring the 
pneumonia-specific immunization 
measures for the FY 2014 payment 
determination because we are adopting 
the global immunization measures. 

Comment: Some commenters 
supported the retirement of one or more 
of the measures listed. Others also 
suggested additional measures to 
consider for retirement including: PN–2 
Pneumococcal vaccination status and 
PN–7 Influenza vaccination status, and 
the AHRQ Abdominal Aortic Aneurysm 
(AAA) Mortality Rate (with or without 
volume) (IQI 11). 

Response: We appreciate the 
commenters’ specific suggestions 
regarding retirement of particular 
measures. As discussed in section 
IV.A.3.d. of this final rule, we are 
retiring PN–2 and PN–7 for the FY 2014 
payment determination because we are 
adopting the global immunization 
measures. 

Comment: A commenter pointed out 
that three of the measures listed (AM1– 
1, AMI–5, and SCIP–INF–2) for the FY 
2011 payment determination overlap 
with the HITECH EHR incentive 
program Stage 1 meaningful use criteria 
and, therefore, they should be retired for 
burden reduction purposes. The 
commenter recommended that when the 
retirement of overlapped measures 
occurs in one program, they should also 
be retired in other programs as well. 

Response: The final rule for the 
HITECH EHR incentive program (75 FR 
44314) did not include the AMI and 
SCIP measures identified by the 
commenter. Rather, the measures that 
were finalized for HITECH EHR program 
hospital reporting are not currently 
included in the RHQDAPU program. As 
discussed previously, an important 
objective for the RHQDAPU program is 
to align the reporting of quality 
measures by hospitals for both the 
RHQDQPU and HITECH EHR programs. 
However, this alignment must be 
consistent with the data needs for the 
RHQDAPU program. The HITECH EHR 
program does not require the 
submission of patient level data, as is 
the case for the RHQDAPU program. 
Therefore, in order to completely align 
the clinical quality measure reporting if 
RHQDAPU measures were required in 
Stage 2 HITECH, changes to HITECH 
requirements would need to be made 
through the rule making process and 
also standardize other processes such as 
technology platform standards and 
submission processes. In aligning the 
HITECH EHR and RHQDAPU program 
measures, we anticipate developing 
electronic specifications for all of the 
currently chart abstracted measures. 

This could provide an EHR reporting 
alternative for measures that are 
currently chart abstracted. However, in 
developing alternative data submission 
mechanisms, we will be mindful of the 
specific uses of data submitted for 
RHQDAPU measures, that go beyond 
uses for clinical quality measures under 
the HITECH EHR program. Specifically, 
section 1886(b)(3)(B)(viii)(VII) of the 
Act, unlike the HITECH provisions, 
requires the public reporting of 
information regarding measures 
submitted to the RHQDAPU program, 
and the Affordable Care Act requires 
that measures for the HVBP program be 
specified under the RHQDAPU program. 
In view of the specific uses for 
RHQDAPU data, we must be satisfied 
that the measures results are equivalent, 
whether the data upon which the results 
are based are submitted based on chart 
abstraction or through use of certified 
EHR technology. 

Comment: One commenter stated that, 
although the mortality measures 
exclude patients who have a history of 
Medicare hospice enrollment prior to or 
on admission, the measures do not take 
into account decisions made by the 
patient or family to withhold treatments 
and opt for comfort care later in the 
hospital course as part of end-of-life 
care. The commenter was concerned 
that hospitals would transfer these 
patients or over-treat patients to avoid 
penalty. The commenter suggested that 
CMS develop a mechanism, such as the 
POA flag, to accurately and properly 
report the care that they deliver to the 
patient. 

Response: We thank the commenter 
for the input. However, we do not use 
rulemaking to define the parameters of 
the measures, such as exclusions. 
Rather, we depend on the processes of 
measure development and, if applicable, 
the NQF endorsement review. In the 
case of this measure, the exclusions in 
the measure were considered in the 
original endorsement process and at a 
subsequent maintenance process 
conducted by NQF. During the 
maintenance process, the measure was 
only modified to exclude cases where 
the patient had been a prior hospice 
patient. 

(2) New Claims-Based Measures 
We proposed to add 10 claims-based 

measures to the RHQDAPU program 
measure set for the FY 2012 payment 
determination: 2 AHRQ Patient Safety 
Indicators and 8 Hospital Acquired 
Condition measures. These proposed 
measures address important HHS 
priorities of Patient Safety and 
healthcare associated infections. They 
would be calculated using up to 3 years 
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13 http://www.qualityindicators.ahrq.gov/
downloads/publications/AHRQ%20QI%20Guide%
20to%20Comparative%20Reporting%20v10.pdf. 

of Medicare claims for discharges prior 
to January 1, 2011. These measures are 
discussed below. 

(A) AHRQ Patient Safety Indicators 
In the FY 2009 IPPS final rule, we 

adopted a number of AHRQ Patient 
Safety Indicators and Inpatient Quality 
Indicators for the RHQDAPU program to 
be calculated using Medicare claims. 
The addition of these measures to the 
RHQDAPU program allowed us to 
expand the RHQDAPU program 
measure set to include measures of 
patient safety, in-hospital mortality, 
adverse events and complications 
without increasing the data submission 
burden on hospitals. In the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, we 
retained these measures for the FY 2011 
payment determination. As we 
proposed in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 23960 and 
23961), we are retiring one of those 
measures (Mortality for Selected 
Surgical Procedures Composite) from 
the RHQDAPU program measure set for 
the FY 2011 payment determination. 
For the FY 2012 payment 
determination, we proposed to adopt 2 
additional Patient Safety Indicators 
developed by the AHRQ. These were: 
PSI–11: Post-Operative Respiratory 
Failure and PSI–12: Post-Operative 
Pulmonary Embolism (PE) or Deep Vein 
Thrombosis (DVT). Both measures 
address post-operative complications, a 
topic that is currently not well 
represented in the RHQDAPU program 
measure set. Both measures are NQF- 
endorsed, and have a Tier 1 evidence 
rating by AHRQ, the measure developer. 
Indicators given this level of evidentiary 
rating by AHRQ have the strongest 
evidence base, with established 
evidence in several or most evidentiary 
areas established by AHRQ, no 
substantial evidence suggesting that the 
indicator may not be useful for 
comparative reporting purposes, and in 
most cases have been endorsed by the 
National Quality Forum (NQF).13 The 
specific measures that we proposed to 
add are NQF-endorsed, thus, reflecting 
consensus among affected parties, and 
are deemed appropriate for comparative 
public reporting by the measure 
developer. Like the current AHRQ 
measures in the RHQDAPU program, 
these indicators are both risk-adjusted 
outcome measures that can be 
calculated based on existing Medicare 
claims, placing no additional reporting 
burden on hospitals while allowing us 
to expand outcomes measurement in the 

RHQDAPU program. The specifications 
for these measures can be found at http: 
//www.qualityindicators.ahrq.gov/
TechnicalSpecs41.htm#PSI41. We 
invited comment on our proposal to 
adopt these two AHRQ Patient Safety 
Indicators for the FY 2012 payment 
determination. 

Comment: Some commenters believed 
that claims data are not an accurate 
source of quality measures compared to 
medically-abstracted data. One 
commenter was concerned about the 
limitation of the claim-based measures 
used in Hospital Compare because the 
claims used were for the Medicare fee- 
for-service population only. 

Response: We believe that claims 
data/administrative data are an 
appropriate data source upon which 
quality measures selected by the 
Secretary may be based. We note that 
many NQF-endorsed evidence-based 
quality measures which have been 
found appropriate for public reporting 
and quality improvement rely upon 
claims and administrative data as data 
sources. Furthermore, the use of claims- 
based measures reduces reliance upon 
chart abstraction and its associated 
burden for quality measurement. We 
acknowledge that all-payer claims/ 
administrative data would further 
enhance the claims-based measures 
shown on Hospital Compare. We plan to 
continue to explore mechanisms to 
collect all-payer claims/administrative 
data. 

Comment: Many commenters did not 
support the proposed inclusion of PSI– 
11 and PSI–12 measures because they 
have time-limited NQF-endorsement 
due to validation issues, and the delay 
in the AHRQ update hampers hospitals’ 
ability to monitor the PSI results timely. 
The commenters believed the PSI–11 
and PSI–12 measures need more 
refinement and testing before they can 
be used for public reporting. One 
commenter asked CMS to ensure that 
the PSI–12 measure is not reported 
twice as it is also currently reported as 
part of PSI–90. Some commenters felt 
that PSI–12 may be redundant with the 
SCIP VTE measure and the VTE 
measurement set listed under the future 
measure section. 

Response: NQF designates some 
measures as having a 2-year ‘‘time- 
limited’’ endorsement when additional 
information like testing results are 
needed. All other NQF-endorsed 
measures have a 3-year endorsement 
period. However, in both instances, the 
measures have a status of endorsed by 
NQF, and undergo re-evaluation at the 
end of the endorsement period. 
Therefore, we do not agree with the 
suggestion to treat endorsed measures 

with time limitations as not endorsed. 
We also note that PSI–11 is endorsed 
without time limitation. Further, both 
measures are recommended for public 
reporting by AHRQ. We also do not 
agree that PSI–12 is duplicative of SCIP 
VTE. The PSI–12 measure reflects the 
actual occurrence of DVT (outcome) 
following a broad set of procedures. The 
SCIP VTE and VTE measurement set 
covers processes of care intended to 
prevent DVT. 

We have carefully considered all 
comments received and we are 
finalizing the PSI–11 and PSI–12 
measures for the FY 2012 payment 
determination. These measures are 
NQF-endorsed and address adverse 
surgical outcomes, a high HHS priority 
and a topic area that is currently not 
represented in the RHQDAPU 
measurement set. We will calculate 
these measures using the same process 
used for other measures based on 
Medicare fee for service claims. 

(B) Hospital Acquired Condition (HAC) 
Measures 

Section 1886(d)(4)(D) of the Act 
required the Secretary to select, in 
consultation with the Centers for 
Disease Control and Prevention (CDC), 
at least two conditions that: (a) Are high 
cost, high volume, or both; (b) are 
assigned to a higher paying MS–DRG 
when present as a secondary diagnosis 
(that is, conditions under the MS–DRG 
system that are CCs or MCCs); and (c) 
could reasonably have been prevented 
through the application of evidence 
based guidelines. We currently have 10 
categories of Hospital Acquired 
Conditions (HACs). We refer readers to: 
section II.F. of the FY 2008 IPPS final 
rule with comment period (72 FR 47202 
through 47218); section II.F. of the FY 
2009 IPPS final rule with comment 
period (73 FR 48474 through 48486); 
and section II.F. of the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule (74 FR 
43782 through 43785) for detailed 
discussions regarding the selection of 
the current 10 HAC categories. We refer 
readers to section II.F. of this final rule 
for additional discussion and our HAC 
policy for FY 2011. 

We have worked collaboratively with 
public health and infectious disease 
professionals from across HHS, 
including CDC, AHRQ, and the Office of 
Public Health and Science, to identify 
and select preventable HACs with input 
and comment from affected parties. 
CMS and CDC have also collaborated on 
the process for hospitals to submit a 
present on admission (POA) indicator 
for each diagnosis listed on IPPS 
hospital Medicare claims and on the 
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payment implications for POA reporting 
(74 FR 43783). 

CMS, CDC and AHRQ held jointly 
sponsored HAC and POA Listening 
Sessions (December 17, 2007 and 
December 18, 2008) to receive input 
from affected parties, individuals, and 
organizations regarding the selection 
and definition of HACs. The adoption of 
HACs were informed and continue to be 
informed by feedback received during 
the listening sessions, as well as through 
public comment received during the 
IPPS rulemaking process. In addition to 
receiving comments regarding the 
selection of conditions and POA 
indicator reporting, in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule (74 
FR 43785), commenters suggested that 
CMS consider making aggregate POA 
information publicly available, and 
providing comparative information as a 
means of facilitating improvements in 
preventing the incidence of HACs. 

We proposed to adopt as RHQDAPU 
measures for the FY 2012 payment 
determination 8 (of 10) current HACs 
defined in section II.F. of the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
23966), 6 of which have been identified 
by NQF as serious reportable events, 
and to publicly report these measures as 
we do other RHQDAPU program 
measures. These measures are: 

• Foreign Object Retained After 
Surgery 

• Air Embolism 
• Blood Incompatibility 
• Pressure Ulcer Stages III & IV 
• Falls and Trauma: (Includes: 

Fracture, Dislocation, Intracranial 
Injury, Crushing, Injury, Burn, Electric 
Shock) 

• Vascular Catheter-Associated 
Infection 

• Catheter-Associated UTI 
• Manifestations of Poor Glycemic 

Control 
We did not believe that it was 

necessary to propose to adopt the other 
two current HAC categories as 
RHQDAPU measures because the topics 
that they deal with would substantially 
overlap with other RHQDAPU program 
measures discussed below that we 
proposed to adopt for future payment 
determinations as chart-abstracted 
measures (which allows us to collect 
data on all patients). By contrast, the 
eight proposed HAC measures are 
claims-based measures for which we 
can only (at this time) collect data on 
Medicare beneficiaries. 

We proposed to utilize Medicare 
claims data to calculate measure rates 
for these eight HACs using the ICD–9– 
CM codes in conjunction with POA 
coding of ‘‘N’’ or ‘‘U,’’ as defined in IPPS 
rulemaking. We refer readers to section 

II.F.6. of the FY 2008 IPPS final rule 
with comment period (72 FR 47202 
through 47218), section II.F.7. of the FY 
2009 IPPS final rule (73 FR 48474 
through 48486), section II.F.6. (74 FR 
43782 through 43785) of the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, and 
section II.F. of the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 23880) for 
detailed discussions regarding the use of 
the POA indicator in conjunction with 
ICD–9–CM coding to determine the 
presence of HACs. We also refer readers 
to the current ICD–9–CM codes and 
updates for these eight HAC categories 
in this final rule. We proposed to use 
the ICD–9–CM codes in conjunction 
with the ‘‘N’’ and ‘‘U’’ POA indicators for 
the HAC categories that will be finalized 
in this FY 2011 IPPS/LTCH PPS final 
rule to calculate the eight HAC 
measures for the RHQDAPU program. 

We believe that these HAC measures 
reflect consensus among affected parties 
as required for RHQDAPU program 
measures by section 
1886(b)(3)(B)(viii)(V) of the Act. In 
addition to meeting the consensus 
requirement through rulemaking and 
public comment, Vascular Catheter- 
Associated Infection and Catheter- 
Associated UTI are the subject of a 
quality measure which gained NQF 
endorsement in August 2009. The 
remaining six HAC categories have been 
identified as serious reportable events 
through the NQF consensus process and 
have also been selected as HACs 
through rulemaking and public 
comment. Data reporting requirements 
for these measures are provided in 
section IV.A.5.b.(6) of the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23990). 
We invited comment on our proposal to 
adopt these eight HAC measures for the 
FY 2012 payment determination. 

Comment: Some commenters 
supported inclusion of the HACs as 
measures for the RHQDAPU program as 
public reporting would encourage 
improvement. Other commenters 
supported inclusion, but also stressed 
that appropriate risk adjustment, 
comprehensive exclusion criteria, and 
NQF endorsement should be pursued. 

Response: We agree that public 
reporting of the HACs on the Hospital 
Compare Web site would encourage 
improvement. We also note that section 
3008 of the Affordable Care Act contains 
a provision for the reporting of HACs on 
the Hospital Compare Web site as well. 
We intend to publish measure 
specifications for the rates (including 
numerators, denominators, and 
exclusion criteria) in the Specifications 
Manual. We agree risk-adjustment may 
be appropriate for some of the 
indicators, and intend to apply 

appropriate risk adjustment for those 
HACs that are not considered Never 
Events, and are considered outcome 
measures, such as infection-related 
HACs. We will also consider the 
suggestion that we pursue NQF 
endorsement. 

Comment: Many commenters opposed 
the inclusion of HACs in the RHQDAPU 
program for various reasons. Some 
commenters did not believe the HACs as 
currently defined by ICD–9–CM codes 
constitute measures as there are no 
measure specifications. Commenters 
believed that they are tied to variables 
which are indications of documentation 
and coding and may inadvertently cause 
unintended consequences. Other 
commenters also believed that present 
on admission (POA) reporting is in its 
infancy and since the HACs would rely 
upon POA coding, they are not reliable. 
Other commenters indicated that some 
of the HACs are too rare to be 
meaningful. Other commenters believed 
that NQF endorsement or HQA adoption 
would be necessary prior to adoption of 
the HACs. 

Response: As stated in the response to 
the previous comment, we intend to 
include measure specifications in the 
Specifications Manual. We also believe 
that the HACs reflect consensus among 
affected parties because they were 
refined during two public listening 
sessions and underwent public 
comment through rulemaking. 
Furthermore, six of the eight HACs 
proposed as measures for the FY 2012 
payment determination are also NQF- 
endorsed ‘‘never events.’’ We 
acknowledge that the rates of never 
events may be rare. However, because 
these are considered events that should 
never happen, reporting their 
prevalence, though rare, is still 
meaningful. Although POA coding is 
relatively new, it is subject to the same 
level of monitoring and oversight as 
diagnoses and procedures reported on 
claims, and therefore, is accurate and 
reliable to the best of hospitals’ abilities. 

Comment: One commenter asked 
CMS to address perceived overlap in the 
proposed HAC measures, the proposed 
HAI measures, and the nursing sensitive 
measure set. 

Response: While two of the HACs 
topically address HAIs, they are not the 
same measures as the HAIs proposed for 
collection via NHSN. They have a close 
relationship but they are not identical. 
In our FY 2011 IPPS/LTCH PPS 
proposed rule, we proposed the 
addition of the CDC central line catheter 
associated bloodstream infection rate for 
ICU and high-risk nursery patients and 
Surgical Site Infection Rate measure for 
inclusion in the RHQDAPU program (75 
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FR 23970 and 23971). These measures 
align with the topic areas of the 
Vascular Catheter-Associated Infection 
and Surgical Site Infection HACs. The 
information for determining the HACs is 
derived from claims data, while the 
central line catheter associated 
bloodstream infection rate for ICU and 
high-risk nursery patients and SSI 
measures are derived from chart 
abstraction. The central line catheter 
associated bloodstream infection rate for 
ICU and high-risk nursery patients 
measure (NQF #0139) is part of the NQF 
Nursing Sensitive Set. Section 
1886(d)(4)(iv) of the Act requires the 
Secretary to select at least two 
conditions as HACs that are: (a) High 
cost or high volume or both, (b) result 
in the assignment of a case to a DRG that 
has a higher payment when present as 
a secondary diagnosis, and (c) could 
reasonably have been prevented through 
the application of evidence based 
guidelines. The Hospital Acquired 
Conditions are based on NQF’s Serious 
Reportable Events. 

After careful consideration of 
comments received, we are finalizing 
the adoption of the eight HAC measures 
into the RHQDAPU program for the FY 
2012 payment determination. We will 
calculate these rates using Medicare Part 
A fee for service claims, and we intend 
to publicly report these measures on 
Hospital Compare starting in the fall of 
2010 after an appropriate preview 
period. The data to be used for this 
initial calculation will include claims 
from Q4 2008, and at least Q1 and Q2 
of 2009. We also note that section 3008 
of the Affordable Care Act contains a 
provision for public reporting of the 
HACs on Hospital Compare and that 
initiation of public reporting of the 
HACs now will enable us to better fulfill 
the requirements of this section in the 
future. Since the RHQDAPU program 
requires hospitals to submit data for 
measures, hospitals have an obligation 
to accurately report the diagnosis and 
events defined for the HACs, including 
POA codes, on their claims, because 
their claims will be the source of data 
for these measures under the RHQDAPU 
program. 

(3) All-Patient Volume Data for Selected 
MS–DRGs 

We currently display volume data for 
70 MS–DRGs, 55 of which relate to 
RHQDAPU program measures on the 
Hospital Compare Web site. However, 
the volume data currently shown on 
Hospital Compare is based on Medicare 
claims only. Although we do not 
consider volume alone to be a quality 
measure unless volume has been 
determined to be an indicator of quality, 

we believe that to the extent all-patient 
volume data are related to the measures, 
as they provide context for the quality 
measures in the inpatient hospital 
setting, and may assist Hospital 
Compare users in understanding the 
measure calculations. In general, in 
implementing RHQDAPU program 
measures, we have sought where 
currently possible to measure the care 
rendered to all patients within a 
hospital, and not just Medicare patients. 
For this reason, the chart-abstracted 
process of care measures we collect and 
display on Hospital Compare are based 
on the entire inpatient population for 
the hospital. 

We proposed that hospitals begin 
submitting as data on measures selected 
for the RHQDAPU program the all- 
patient data elements discussed in 
section IV.A.5.b.(5) of the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23990) 
for 55 MS–DRGs displayed on Hospital 
Compare that relate to adopted 
RHQDAPU program measures (75 FR 
23967). The specific MS–DRGs were 
listed in the proposed rule (75 FR 
23970). As stated above, we believe that 
the addition of this data will enable us 
and Medicare beneficiaries to better 
understand and evaluate the quality of 
care provided by hospitals with respect 
to both the chart-abstracted and claims- 
based measures. We intend to publicly 
display this volume data along with the 
corresponding measure results on 
Hospital Compare. Hospitals would 
begin reporting these data once annually 
beginning with January 1, 2011 
discharges by submitting the all-patient 
data elements needed to calculate MS– 
DRG volume to QualityNet so we can 
determine the volume of cases treated 
by a hospital for the 55 MS–DRGs 
currently displayed on Hospital 
Compare. Rather than require hospitals 
to group their all-patient claims data by 
MS–DRG category themselves, CMS 
would use the data to be submitted by 
hospitals to group the data. 

We invited comments on this 
proposal. We also invited comments on 
an alternative that hospitals submit all- 
patient volume data based upon specific 
ICD–9–CM codes related to the 
proposed MS–DRGs rather than all data 
necessary to calculate the MS–DRGs. 

Comment: Many commenters opposed 
the collection of all-patient volume data 
in the RHQDAPU program as proposed, 
and stated that: (1) Volume does not 
constitute a quality measure and, 
therefore, would not fall under the 
Secretary’s authority under the Act to 
select measures for the RHQDAPU 
program; (2) submitting all-patient 
volume would require the transmission 
of Protected Health Information or 

Patient Identifiable Information that is 
not related to either quality or 
reimbursement and therefore is not in 
compliance with the requirements of the 
Health Insurance Portability and 
Accountability Act of 1996 (HIPAA); (3) 
it is not clear how the collection of all- 
patient volume data would be helpful to 
Medicare beneficiaries; (4) there are 
concerns about whether CMS 
infrastructure can handle data collection 
of a large amount of additional data; and 
(5) there are concerns regarding how the 
data will be displayed on Hospital 
Compare and fear that CMS and the 
public will equate high volume with 
high quality. 

Response: We disagree with the 
commenters about our authority to 
collect all-patient volume data in 
relation to RHQDAPU quality measures. 
However, based on the public comment 
received, we are not finalizing this 
proposal because commenters indicated 
that, as proposed, the reporting 
requirement would be overly 
burdensome for hospitals. We plan to 
explore how all-patient volume may be 
collected in an efficient manner and 
reintroduce the proposal in a 
subsequent rulemaking. 

Comment: Some commenters argued 
that CMS has underestimated the 
potential burden on hospitals which 
have to group the cases into one of the 
55 MS–DRGs before sending the ICD–9 
codes and other related data such as 
procedure date, discharge status, 
admission date, to name a few. A 
commenter asked CMS to provide a 
MS–DRG to ICD–9–CM codes equivalent 
table to ensure no overlapping as well 
as specifics on the data submission 
process. Another commenter suggested 
CMS provide an alternate method which 
allows hospitals already grouping data 
internally into MS–DRGs to post the all- 
patient volumes for these 55 MS–DRGs 
onto QualityNet on an annual basis. A 
commenter recommended CMS explore 
the possibility of getting the all-payer 
information from the Joint 
Commission’s vendors, State healthcare 
organizations or AHRQ. 

Response: We agree with the 
commenters that submission of the 
required data that would be necessary to 
determine the MS–DRG would be 
burdensome. Further, we believe that 
the alternative of requiring volume 
based on diagnosis codes would provide 
substantially equivalent information, 
even though we could not relate the 
volume data to a specific MS–DRG. As 
a result, we are not adopting our 
proposal to require the submission of 
all-payer volume in this final rule. We 
expect to refine the requirements for all- 
patient volume data submission based 
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on diagnosis codes and reintroduce the 
proposal in a subsequent rulemaking. 

Comment: Some commenters 
supported the inclusion of all-patient 
volume data for selected MS–DRGs and 
considered the inclusion of these data a 
move in the right direction. 

Response: We appreciate the 
supportive comments. As discussed 
previously, we expect to reintroduce the 
proposal in a subsequent rulemaking. 

Comment: Many commenters asked 
CMS to provide more details about the 
all-patient volume data submission 
process. Specifically, the commenters 
inquired if ICD–9–CM codes have to be 
submitted; what data elements have to 

be submitted; the data formats and 
transmission methods; frequency of data 
submissions; and deadlines for data 
submission. 

Response: We expect to reintroduce 
the proposal in a subsequent rulemaking 
as discussed previously and we would 
provide more details for the data 
submission process at that time. 

After consideration of the public 
comments we received, we are not 
finalizing this proposal to collect all- 
patient volume data for selected MS– 
DRGs. We currently require hospitals to 
submit all-patient counts to assess the 
adequacy of sampling for the current 
RHQDAPU measures, and will examine 

whether this requirement can be 
expanded upon in the future for public 
reporting, and to accommodate future 
quality measures adopted into the 
RHQDAPU program. 

In summary, for the FY 2012 payment 
determination, we are retaining 45 
measures adopted for the FY 2011 
payment determination, and adding 10 
claims-based measures (2 AHRQ 
surgical outcome measures, and 8 HAC 
measures) for a total of 55 measures. 

The RHQDAPU measure set for the 
FY 2012 payment determination is 
listed below: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

c. RHQDAPU Program Quality Measures 
for the FY 2013 Payment Determination 

(1) Retention of FY 2012 Payment 
Determination Measures for the FY 2013 
Payment Determination 

We generally propose to retain 
RHQDAPU program measures from 1 
year to the next. Consistent with this 
approach, we proposed to retain all of 
the proposed measures for the FY 2012 
RHQDAPU payment determination, if 
finalized, for the FY 2013 payment 
determination. We invited public 
comment on the proposal to retain the 
55 FY 2012 measures for the FY 2013 
payment determination. 

We did not receive any public 
comments for this section. We are 
finalizing the retention of the 55 FY 
2012 measures for the FY 2013 payment 
determination. We believe that all of the 
55 finalized FY 2012 measures meet the 
requirements for RHQDAPU program 
measure selection for FY 2013 and 
subsequent payment determinations 
under sections 1886(b)(3)(B)(viii)(VIII) 
and (IX) of the Act. As discussed 
previously, section 
1886(b)(3)(B)(viii)(VIII) of the Act 
requires the Secretary to provide for 
such risk adjustment as the Secretary 
determines appropriate to maintain 
incentives for hospitals to treat patients 
with severe illnesses or conditions with 
respect to quality measures for 
outcomes of care effective for payments 
beginning with FY 2013. Section 
1886(b)(3)(B)(viii)(IX) of the Act 
requires, for payments beginning with 
FY 2013, each measure specified by the 
Secretary to be endorsed by a consensus 
entity, currently NQF, except in certain 
circumstances. Specifically, in the case 
of a specified area or medical topic 
determined appropriate by the Secretary 
for which a feasible and practical 
measure has not been endorsed by the 
consensus entity, the Secretary may 
specify a measure that is not endorsed 
by the consensus entity if due 
consideration is given to measures that 
have been endorsed or adopted by a 
consensus organization identified by the 
Secretary. 

The process of care measures for AMI, 
HF, PN, and SCIP, the three structural 
measures regarding participation in a 
registry, and the HCAHPS patient 
experience of care survey being retained 
for the FY 2013 payment determination 
are all NQF-endorsed. The outcome 
measures being retained for the FY 2013 
payment determination include the 30- 
day mortality and 30-day readmission 
measures for AMI, HF, and PN as well 
as the AHRQ PSIs and IQIs, the two 
AHRQ composite measures, and the 

Death among surgical inpatients for 
serious treatable complications measure 
that is both part of the AHRQ PSI 
measure set, and the Nursing Sensitive 
measure set. These measures are all 
NQF-endorsed and provide for such risk 
adjustment as the Secretary determines 
to be appropriate to maintain incentives 
for hospitals to treat patients with 
severe illnesses or conditions. 

The eight HAC measures adopted for 
the FY 2012 payment determination that 
are being retained for the FY 2013 
payment determination represent a 
specified area or medical topic 
determined appropriate by the Secretary 
(CDC, CMS, AHRQ) for which a feasible 
and practical measure has not been 
endorsed by the consensus entity, and 
due consideration was given to 
measures that have been endorsed or 
adopted by a consensus organization 
identified by the Secretary. In fact, six 
of the HACs are NQF Never Events. The 
remaining two HACs are claims-based 
measures of HAIs, and consideration 
was given to chart abstracted NQF 
endorsed measures prior to determining 
that they would not be feasible to 
implement for the FY 2012 payment 
determination. 

(2) New Chart-Abstracted Measure for 
the FY 2013 Payment Determination 

We proposed to add one new chart- 
abstracted measure for the FY 2013 
payment determination—AMI-Statin 
prescribed at Discharge. This measure is 
NQF-endorsed (NQF # 0639), and is 
similar to the NQF-endorsed stroke 
measure ‘‘Ischemic stroke patients with 
LDL >/= 100 mg/dL, or LDL not 
measured, or, who were on cholesterol 
reducing therapy prior to 
hospitalization are discharged on a 
statin medication’’ (NQF #0439), only 
specified for the AMI population. 
Current scientific evidence supports the 
continuation of statins more strongly for 
AMI patients than for stroke patients. 
Several randomized clinical trials have 
proven the benefits of statin drugs (also 
known as HMG Co-A reductase 
inhibitors) in reducing the risk of death 
and recurrent cardiovascular events in a 
broad range of patients with established 
cardiovascular disease, including those 
with prior myocardial infarction. 
Current ACC/AHA guidelines place a 
strong emphasis on the initiation or 
maintenance of statin drugs for patients 
hospitalized with AMI, particularly 
those with LDL-cholesterol levels at or 
above 100 mg/dL. As a result of the 
strength of the evidence and guideline 
support, the ACC/AHA has developed a 
performance measure to assess this 
aspect of care for AMI patients. 

Because statins are generally well- 
tolerated, most AMI patients are 
appropriate candidates for this therapy. 
As a result of this clinical evidence, the 
NQF was asked to review whether it 
should broaden the current endorsed 
measure specification to include the 
AMI population. Information on this 
project can be found at: http:// 
www.qualityforum.org/Projects/a-b/ 
Ad_Hoc_Reviews/Statin_Medication/ 
Ad_Hoc_Review__Discharged
_on_Statin.aspx. In the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23970), 
we stated that we would decide whether 
to finalize this measure based on 
whether it achieves NQF endorsement 
and public comments. We believe that 
minimal additional burden would result 
from adoption of this measure into the 
RHQDAPU program because the AMI 
population that is the focus of this 
measure is already part of data 
collection efforts for the RHQDAPU 
program, and very few additional data 
elements would be needed to be 
abstracted for the proposed new 
measure on this existing measurement 
population. We proposed that hospitals 
would begin submission of data for the 
measure AMI-Statin Prescribed at 
Discharge beginning with January 1, 
2011 discharges for the RHQDAPU 2013 
payment determination. 

Comment: The majority of the 
commenters supported the proposed 
addition of the AMI-Statin Prescribed at 
Discharge measure. Some commenters 
supported the addition of Statins at 
Discharge for AMI patients contingent 
on NQF endorsement. 

Response: We thank the commenters 
for their support of this proposed 
measure. We note that this measure was 
fully endorsed by the NQF on June 11, 
2010, thus meeting the requirement 
under section 1886(b)(3)(B)(viii)(IX) of 
the Act. 

After consideration of the public 
comments, we are finalizing the 
measure for Statins Prescribed at 
Discharge for AMI patients for the FY 
2013 payment determination. 

(3) New Healthcare Associated Infection 
(HAI) Measures for the FY 2013 
Payment Determination 

HHS has placed high priority on 
reducing Healthcare Associated 
Infections and adopted an action plan in 
January of 2009. The HHS action plan 
identified seven HAI measures and 
measure targets. One of these measures, 
SSI–2 (as identified in the HHS Action 
Plan), is currently included in the 
RHQDAPU program (identified as SCIP– 
1). In the FY 2009 and FY 2010 IPPS 
rulemakings, we listed several 
Healthcare Associated Infection (HAI) 
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measures as being under consideration 
for future adoption. Commenters on the 
FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule supported the HAI 
measures that were listed as being under 
consideration for the future and 
encouraged us to consider others as well 
(74 FR 43876). For the measure set to be 
used for the FY 2013 payment 
determination, we proposed adopting 
two new HAI measures that are 
currently being collected by CDC via the 
National Healthcare Safety Network 
(NHSN). These measures are: (1) Central 
Line Associated Blood Stream Infection 
(CLABSI) (NQF #0139) and (2) Surgical 
Site Infection (SSI) (NQF #0299). 

The NHSN is a secure, Internet-based 
surveillance system maintained and 
managed by the CDC, and can be 
utilized by all types of healthcare 
facilities in the United States, including 
acute care hospitals, long term acute 
care hospitals, psychiatric hospitals, 
rehabilitation hospitals, outpatient 
dialysis centers, ambulatory surgery 
centers, and long term care facilities. 
The NHSN enables healthcare facilities 
to collect and use data about HAIs, 
adherence to clinical practices known to 
prevent HAIs, the incidence or 
prevalence of multidrug-resistant 
organisms within their organizations, 
and other adverse events. Some States 
use NHSN as a means for healthcare 
facilities to submit data on HAIs 
mandated through their specific State 
legislation. NHSN data collection occurs 
via a Web-based tool hosted by the CDC 
provided free of charge to hospitals. 
Additionally, the ability of CDC to 
receive NHSN measures data from EHRs 
may be possible in the near future. 
Currently, 21 States require hospitals to 
report HAIs using NHSN, and the CDC 
supports more than 2000 hospitals that 
are using NHSN.14 

Both the Central Line Associated 
Blood Stream Infection measure and the 
Surgical Site Infection measure are 
NQF-endorsed, and therefore meet the 
statutory requirement under section 
1886(b)(3)(B)(viii)(IX) of the Act. The 
measures address HAIs, a topic area 
widely acknowledged by the HHS, IOM, 
the National Priorities Partnership and 
others as a high priority requiring 
measurement and improvement. HAIs 
are among the leading causes of death 
in the United States. The CDC estimates 
that as many as 2 million infections are 
acquired each year in hospitals and 
result in approximately 90,000 deaths 
per year.15 It is estimated that more 

Americans die each year from HAIs than 
from auto accidents and homicides 
combined. HAIs not only put the patient 
at risk, but also increase the days of 
hospitalization required for patients and 
add considerable health care costs. 

HAIs are largely preventable through 
interventions such as better hygiene and 
advanced scientifically tested 
techniques for surgical patients. 
Therefore, many health care consumers 
and organizations are calling for public 
disclosure of HAIs, arguing that public 
reporting of HAI rates provides the 
information health care consumers need 
to choose the safest hospitals, and gives 
hospitals an incentive to improve 
infection control efforts. We solicited 
comment on the inclusion of quality 
measures that assess performance on 
HAIs as a high priority topic. We also 
solicited public comment on additional 
measures that could be added to those 
proposed in the FY 2011 IPPS/LTCH 
PPS proposed rule for public reporting 
and quality improvement. 

Comment: Many commenters 
supported the proposed use of the CDC/ 
NHSN to collect HAI measures. 
However, some commenters stated that 
the NHSN data input process is 
burdensome and commenters 
questioned the CDC/NHSN’s readiness 
to handle the new enrollment of one 
fourth of the RHQDAPU participating 
hospitals. Many commenters 
recommended that CMS collaborate 
with the CDC to streamline and 
synchronize the data collection 
mechanism and measure specifications 
prior to implementation, and to limit 
the surgical procedures for inclusion in 
data reporting. Commenters 
recommended development of robust 
training and technical support for 
NHSN collection. Many commenters 
supported phasing in these measures in 
order to allow hospitals to adjust to the 
reporting requirement, adopting one 
measure for collection in FY 2011 and 
another for collection in FY 2012. 

Response: We thank the commenters 
for their support and suggestions. 
Concurrently with the development of 
the FY 2011 IPPS/LTCH PPS final rule, 
we have been in extensive discussions 
with the CDC regarding the 
development and enhancements to the 
existing NHSN and CMS infrastructure 
that would enable utilization of the 
NHSN to report one or more measures 
to CMS. These enhancements include 
improved user support and training 
materials as well as streamlined 
specifications for collection of required 
data needed to calculate the HAI 

measures adopted for RHQDAPU. In the 
future, we will also be working toward 
the ability to receive reports 
electronically from hospital EHRs. We 
agree that phasing in these measures 
will allow more time for hospitals to 
adjust to the reporting requirements of 
the NHSN and, as discussed below, are 
finalizing the CLABSI measure for the 
FY 2013 payment determination and the 
SSI measure for the FY 2014 payment 
determination. We intend to limit the 
data elements required for RHQDAPU 
reporting to the subset of data elements, 
populations and procedures needed to 
calculate the NQF-endorsed measures 
we have proposed. 

Comment: A few commenters asked 
CMS to clarify how the proposed HAI 
measures reported via NHSN would be 
validated and publicly reported. 
Specifically, the commenters requested 
clarification whether the data will be 
stratified by type of hospitals in 
Hospital Compare. 

Response: We are considering adding 
CDC/NHSN measures to our validation 
process, as outlined in section IV.A.7.b. 
of this final rule. We acknowledge the 
need for uniformity in the data that will 
be publicly reported and used in the 
HVBP program. We will examine the 
need to validate these data, and may 
propose validation requirements for 
these data in the future, should we 
determine a need. We plan to publicly 
report the data for HAI measures 
collected through the NHSN on the 
Hospital Compare Web site as we do for 
other RHQDAPU program measures. 
Currently, the NQF specification 
stratifies the measure by type of unit 
within a hospital. We note NQF- 
endorsed measure specifications for 
measures adopted into the RHQDAPU 
program are subject to periodic revision, 
and such revisions will also be reflected 
in what we require hospitals to submit 
to the RHQDAPU program. 

Comment: Some commenters were 
concerned that publishing 
administrative data via the HAC list, 
hospitals reporting to NHSN, and 
collecting data in another format could 
cause confusion for stakeholders. 

Response: We will take steps to 
determine how best to display these 
data so that they do not cause confusion 
for viewers. 

(A) Central Line Associated Blood 
Stream Infection (CLABSI) 

This HAI measure assesses the rate of 
laboratory-confirmed cases of 
bloodstream infection or clinical sepsis 
among ICU patients. It was endorsed by 
the NQF in 2004 and was adopted by 
the HQA in 2007. The measure can be 
stratified by the type of ICU. 
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(B) Surgical Site Infection (SSI) 

This HAI measure assesses the 
number of NHSN-defined operative 
procedures with a surgical site infection 
(deep incisional or organ space) within 
30 days, or 1 year if an implant is in 
place. Infections are identified on 
original admission or upon readmission 
to the facility of original operative 
procedure within the relevant time 
frame (30 days for no implants; within 
1 year for implants). The measure can be 
stratified by procedure type or risk 
factors. This measure was NQF- 
endorsed in 2007 (and adopted by the 
HQA in 2008). 

We invited comment on our proposal 
to adopt these two HAI measures into 
the RHQDAPU program for the FY 2013 
payment determination. Collection of 
these measures would begin with 
January 1, 2011 discharges for the FY 
2013 payment determination. We 
proposed that hospitals use the NHSN 
infrastructure to report the measures for 
RHQDAPU program purposes. The 
proposed reporting mechanism for these 
HAI measures is discussed in greater 
detail in section IV.A.5.b.(6) of the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 23990). 

Comment: A few commenters 
supported the inclusion of CLABSI for 
the FY 2013 annual payment 
determination, stating that CLABSI is 
the only measure that can be adopted 
quickly to meet the statutory 
requirement for inclusion in the HVBP 
program without undue burden on 
hospitals. Some commenters indicated 
that a phased in approach starting with 
the inclusion of the CLABSI measure is 
appropriate. The commenters provided 
several suggestions to implement the 
CLABSI: (1) Provide clarification 
whether the CLABSI data collection is 
unit-based or hospital-based; (2) provide 
clarification whether any or all surgical 
procedures apply to specific 
populations like adult, pediatric or both; 
(3) limit the number of surgeries 
reported for the 1st year; and (4) States 
with existing HAI reporting mandates be 
deemed to meet the CMS reporting 
requirements by meeting their State 
mandate. 

Response: We agree that because more 
hospitals are submitting the CLABSI 
measure, this measure would be the 
most feasible of the two proposed 
measures for hospitals to implement 
quickly, and that a phased in approach 
to adopting the HAI measures is 
warranted. The CLABSI measure is the 
one that is most commonly required by 
States, and currently most commonly 
reported among the HAI measures 
collected through the NHSN system. 

The CLABSI measure is currently 
stratified by type of ICU unit within the 
hospital, but is aggregated to the 
hospital-level by the NHSN. For the 
RHQDAPU program, we would limit the 
required data elements, populations and 
procedures to only those needed to 
calculate the NQF-endorsed measure. 
For the NQF-endorsed measure, the 
procedures that apply are: Coronary 
artery bypass graft and other cardiac 
surgery, hip or knee arthroplasty, colon 
surgery, hysterectomy (abdominal and 
vaginal), and vascular surgery, and the 
populations that apply are both the 
adult and pediatric populations. These 
procedures also correspond to the 
procedure categories used in SCIP. 
Capturing SCIP process-of-care data and 
NHSN SSI data for the same procedure 
categories will provide process and 
outcome data for the same patient 
populations. Regarding the extent that a 
State requirement can be used to satisfy 
the RHQDAPU program requirement, if 
the data submission requirement 
overlaps 100 percent with the 
requirements for the RHQDAPU 
program, it will be possible to satisfy 
both requirements with one submission. 
However, a State may mandate 
additional requirements beyond what is 
required for RHQDAPU, for example 
States may also be requiring the release 
of information to the State for public 
reporting at the State level, which 
would of course be in addition to the 
RHQDAPU requirement for public 
reporting. If a State mandate requires 
fewer data elements than what is 
required for RHQDAPU, hospitals 
participating in RHQDAPU will be 
required to submit the additional data in 
order to satisfy the RHQDAPU 
requirement. 

Comment: Many commenters did not 
support the SSI measure for FY 2013, 
citing resource constraints, a lack of 
clarification in data collection 
procedure, the absence of risk- 
adjustment for data presentation in 
Hospital Compare; and a lack of 
clarification in exemptions for small 
hospitals. 

Response: We are finalizing only one 
HAI measure for the FY 2013 payment 
determination, the CLABSI measure, in 
order to allow hospitals to gain more 
experience with these types of measures 
and the new collection mechanism. We 
are finalizing the SSI measure for the FY 
2014 payment determination. In our 
view, both measures are equally 
important. However, we believe this 
approach of phasing in the measures 
will minimize the additional reporting 
burden on hospitals that are in States 
that do not currently mandate reporting 
of infection data to the NHSN, and will 

also allow time to address any 
measurement issues, such as those 
raised by commenters, for the SSI 
measure. 

Comment: One commenter strongly 
urged CMS to incorporate all seven HAI 
metrics from the DHHS Action Plan into 
the RHQDAPU program to ensure the 
corresponding HVBP program HAI topic 
is developed and included in 
performance scoring by FY 2013. 
Another commenter suggested CMS 
address the execution of the HVBP 
program with respect to the targeted 
outcome metrics from HAIs as required 
by the Affordable Care Act. 

Response: We thank the commenters 
for their recommendations and will 
consider them in future rulemaking. 
This FY 2011 IPPS/LTCH PPS final rule 
does not directly address the HVBP 
program authorized by section 3001 of 
the Affordable Care Act. We refer 
readers to section IV.A.14. of this final 
rule where we discuss the relationship 
between the RHQDAPU and HVBP 
programs. 

After consideration of the public 
comments we received, we are 
finalizing the CLABSI measure for the 
FY 2013 payment determination. 
Collection for the CLABSI measure will 
begin with January 1, 2011 discharges. 
Also, based upon public comment, we 
are finalizing the SSI measure for the FY 
2014 payment determination with 
collection to begin with January 1, 2012 
discharges. We expect the CLABSI 
measure and the SSI measure to be risk- 
adjusted consistent with section 
1886(b)(3)(B)(viii)(VIII) of the Act for the 
FY 2013 and FY 2014 payment 
determinations, respectively. 

(4) New Registry-Based Measures 
For the FY 2013 payment 

determination, we proposed that 
hospitals choose one of the following 
four proposed measure topics: (1) 
Implantable Cardioverter Defibrillator 
(ICD) Complications, (2) Cardiac 
Surgery, (3) Stroke, or (4) Nursing- 
Sensitive Care. With respect to the 
proposed measure topic selected by a 
hospital, we proposed that the hospital 
report data on the proposed measure(s) 
applicable to the measure topic 
(discussed below) to a qualified registry 
for the specific topic, and direct the 
registry to both calculate the measure 
results for the hospital and release those 
results (along with the numerator/ 
denominator information and exclusion 
information) to CMS for the RHQDAPU 
program. We proposed that hospitals 
begin submitting data to the qualified 
registry of its choosing for discharges on 
or after January 1, 2011, and we intend 
to release a list of qualified registries 
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before that date. In section IV.A.13. of 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23997), we specified the 
self-nomination process we proposed to 
use to qualify registries for each 
proposed registry-based measure topic. 
Proposed submission requirements for 
the proposed registry-based measures 
were discussed in section IV.A.5.b.(7) of 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23990 through 23991). 

Comment: Some commenters stated 
that the use of registries has the 
potential for inconsistent reporting on 
Hospital Compare and inaccurate 
comparisons across hospitals. Hospitals 
may cherry-pick the measures they do 
best on and yet the measures may not 
fully reflect the care they provide. One 
commenter stated that if registries are 
used, hospitals should be required to 
report to more than one registry so that 
they cannot just pick the registry in 
which they have the best data. 

Response: After consideration of the 
public comments received, we are 
persuaded that we should not finalize 
any registry-based measures at this time. 

As noted above, after consideration of 
public comments received, we are not 
finalizing any registry-based measures at 
this time. 

Below is a discussion of the four 
proposed registry-based measure topics 
and specific registry-based measures 
that fall within each topic that we 
proposed to add to the RHQDAPU 
program for the FY 2013 payment 
determination. 

(A) Implantable Cardioverter 
Defibrillator (ICD) Complications 
Registry-Based Topic and Measure 

Implantable Cardioverter 
Defibrillators (ICDs) reduce the risk of 
sudden cardiac death for select high risk 
patients, and the number of patients 
undergoing ICD implantation increased 
from 5,600 in 1990 to 108,680 by 
2005.16 ICD implantation is an 
expensive procedure performed on 
patients with advanced cardiovascular 
disease and, often, significant 
comorbidities. Despite improvements in 
technology and increasing experience 
with device implantation, the procedure 
carries a significant risk of 
complications, 17 which in turn 
increases its cost, the patient’s length of 
stay, and the patient’s risk of 

mortality.18 In the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 43873 
through 43875), our list of potential 
future quality measures under 
consideration included a measure of 
implantable cardioverter defibrillator 
(ICD) complications. This measure is a 
risk standardized complication and 
mortality rate following implantation of 
ICDs in Medicare Fee for Service (FFS) 
patients at least 65 years of age, with 
complication specific outcome time 
frames. The measure (NQF #OT1–007– 
09) is currently undergoing NQF review 
under Phase 1 of a call for Patient 
Outcome Measures initiated in fall of 
2009. We proposed to add the ICD 
complications topic and measure to the 
RHQDAPU measure set for collection 
beginning with January 1, 2011 
discharges for the FY 2013 RHQDAPU 
payment determination pending NQF 
endorsement. We anticipated a final 
endorsement decision in the fall of 2010 
after publication of this FY 2011 IPPS/ 
LTCH PPS final rule. 

The proposed ICD complications 
measure was developed based upon 
data submitted to the American College 
of Cardiology-National Cardiovascular 
Data Registry’s (ACC–NCDR) ICD 
registry, and data from that registry has 
been linked with CMS administrative 
claims data used to identify procedural 
complications. For this proposed 
measure, the measured outcome for 
each ICD index admission is one or 
more complications or mortality within 
30 or 90 days (depending on the 
complication) following ICD 
implantation. Complications are 
counted in the measure only if they 
occur during a hospital admission. 
Complications measured for 30 days 
include: (1) Pneumothorax or 
hemothorax plus a chest tube, (2) 
Hematoma plus a blood transfusion or 
evacuation, (3) Cardiac tamponade or 
pericardiocentesis, and (4) Death. 
Complications measured for 90 days 
include: (5) Mechanical complications 
requiring a system revision, (6) Device 
related infection and (7) Additional ICD 
implantation. 

To comply with a January 2005 
National Coverage Determination for 
ICDs for primary prevention, all 
hospitals in which ICD procedures are 
performed are currently submitting to 
the ACC–NCDR ICD registry patient 
information needed for CMS to 
determine whether the procedure was 
reasonable and necessary. This 

requirement is documented in section 
20.4 of the following Medicare National 
Coverage Determination Manual: http:// 
www.cms.hhs.gov/manuals/downloads/ 
ncd103c1_Part1.pdf. For purposes of the 
2005 National Coverage Determination, 
CMS requires that hospitals submit data 
to the ACC–NCDR ICD registry for 
primary prevention patients only and 
does not require hospitals to submit 
data on patients undergoing ICD 
implantation for secondary prevention. 
However, the ICD complication measure 
as submitted to the NQF for 
endorsement is specified such that it 
includes all ICD patients, regardless of 
whether they receive an ICD for the 
primary or secondary prevention of 
sudden cardiac death. 

Therefore, hospitals that choose this 
registry-based measure topic for the 
RHQDAPU program would submit data 
on the ICD complications measure for 
both primary and secondary prevention 
patients to the qualified registry. For 
risk adjustment, data matching, and 
secondary prevention population 
identification purposes, we proposed 
that hospitals also submit to the 
qualified ICD complications registry 11 
additional data elements not currently 
required under the NCD in order for the 
measure to be calculated for RHQDAPU 
program purposes. 

In summary, we proposed to add the 
ICD complications measure topic as one 
of four proposed measure topics that 
hospitals can choose from to submit 
required data elements to a qualified 
registry for the FY 2013 RHQDAPU 
payment determination. The only 
measure that we proposed to include in 
this proposed topic at this time would 
be the ICD complications measure. 
Because the ICD complications measure 
is a risk-adjusted outcome measure, it is 
necessary that all data for the measure 
be collected by a single qualified 
registry in order for that registry to be 
able to accurately calculate the risk 
adjustment model and subsequent 
measure results. Therefore, we proposed 
to qualify one registry for this topic. 
Proposed registry qualification criteria 
were discussed in section IV.A.13. of 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23997). We note that the 
ACC–NCDR ICD registry has already 
been qualified to receive and transmit 
data to CMS for a Medicare National 
Coverage Determination, and is 
currently the only registry to which 
hospitals submit data for this NCD. 
However, this would not preclude 
another registry from self-nominating to 
become a qualified registry for this 
proposed topic for the RHQDAPU 
program. Because the ICD complication 
measure is a risk adjusted measure, it 
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requires that all data be collected at a 
single repository for calculation of the 
measure. Therefore, we anticipate 
qualifying a single registry to collect all 
of the data for the proposed ICD 
complications registry topic. 

Comment: Several commenters 
supported the inclusion of the ICD 
complications measure. One commenter 
was concerned with the quality of data 
collected by the ACC–NCDR ICD 
Registry and the STS Cardiac Surgery 
Registry, specifically related to data 
definition ambiguity and varying levels 
of expertise amongst abstractors across 
hospitals. One commenter pointed out 
the problem of lack of standardization of 
data and measure quality and data 
submission process across registries. 
One commenter suggested that CMS 
provide information on the impact of 
the ICD measure on hospital’s 
management of cardiac patients. 

Response: As stated previously, we 
have decided not to finalize any 
registry-based measures at this time. We 
understand the commenters’ concerns 
and will consider them in future 
rulemaking. 

Comment: One commenter suggested 
that CMS provide detailed data 

definitions to guide hospital coders to 
code complications in order to avoid 
over or under documentation of 
complications by physicians. 

Response: As stated previously, we 
have decided not to finalize any 
registry-based measures at this time. We 
will take this into consideration for 
future rulemaking. 

As stated previously, we are not 
finalizing any registry-based measures 
in this final rule. 

(B) Stroke Registry-Based Topic and 
Measures 

We previously proposed to add five 
stroke measures to the RHQDAPU 
measure set in the FY 2009 IPPS 
proposed rule (73 FR 23648). We 
indicated that we would again consider 
these measures once NQF reviewed and 
endorsed the measures. Since that time, 
eight stroke measures have received 
NQF endorsement in July of 2008, and 
in the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule we included these measures in 
the list of potential future measures. We 
also included these measures in the 
preview section of the Specifications 
Manual, and have worked with the 
Office of the National Coordinator for 

Health Information Technology (ONC) 
and its partners to create a set of 
electronic specifications for these 
measures to facilitate collection through 
EHRs. 

We are also aware that a number of 
hospitals are already submitting these 
measures to registries, and in the FY 
2010 IPPS/RY 2010 LTCH PPS final 
rule, we finalized a structural measure 
of participation in a systematic clinical 
database registry for stroke care. Stroke 
is a topic of great relevance to the 
Medicare population due to its impact 
on morbidity and mortality, and is an 
area of great potential improvement for 
hospitals. Commenters on the FY 2010 
IPPS/RY 2010 LTCH PPS proposed rule 
expressed support for these measures, 
indicating that they accurately measure 
evidence-based care of the stroke patient 
to minimize secondary strokes and other 
complications, are widely recognized, 
and have great potential for quality 
improvement (74 FR 43875). 

Therefore, we proposed to include the 
following eight measures in the Stroke 
registry-based topic: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We proposed to add the stroke 
registry-based topic, which would 
include these eight registry-based stroke 
measures, to the RHQDAPU measure set 
as one of the four proposed measure 
topics that hospitals can choose from to 
submit data to a qualified registry for 
the FY 2013 payment determination 
beginning with January 1, 2011 
discharges. We invited comment on the 
measures as well as the timing of their 
addition to the RHQDAPU measure set. 

Comment: Several commenters 
supported the stroke measures, and 
suggested the measures be accepted by 
conventional chart abstraction, EHRs or 
registry submission. 

Response: As stated previously, we 
have decided not to finalize any 
registry-based measures at this time. We 
thank the commenters for their support 
and suggestions and will take them into 
consideration in future rulemaking. 

Comment: Some commenters did not 
support the Stroke registry-based topic 

until the measure specifications are 
harmonized with the Get with the 
Guidelines stroke registry, the NHIQM 
Stroke specifications, and meaningful 
use requirements. A commenter 
recommended delaying the 
implementation of any stroke measure 
set until they can be obtained 
electronically. Another commenter 
requested CMS to allow the Joint 
Commission-accredited organizations to 
use ORYX® stroke measure data as a 
means for and in lieu of participating in 
a registry. One commenter asked that 
CMS add an exclusion to the Stroke 
thrombolytic therapy measure for 
patients who do not have an ER/ 
admitting diagnosis of stroke. 

Response: We thank the commenters 
for their support and suggestions. 
Because we are not finalizing registry- 
based measures at this time, we will 
consider these suggestions in future 
rulemaking. We intend to propose the 

Stroke measurement set for inclusion in 
a future payment determination. 

As stated previously, we are not 
finalizing any registry-based measures 
in this final rule. 

(C) Nursing Sensitive Care Registry- 
Based Topic and Measures 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule, we indicated that we 
were considering adopting a number of 
nursing-sensitive care measures for 
future RHQDAPU program payment 
determinations. Also in that rule, we 
adopted a structural measure of 
participation in a registry for nursing- 
sensitive care, under which hospitals 
submit data directly to the QIO Clinical 
Warehouse. 

For the FY 2013 payment 
determination, we proposed to add a 
nursing sensitive care registry-based 
topic to the RHQDAPU measure set, 
which would include the eight nursing- 
sensitive care measures listed below. All 
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of the proposed nursing sensitive 
measures are NQF endorsed. Hospitals 
selecting this topic would begin 
reporting data on the eight proposed 
nursing-sensitive care registry-based 
measures to a qualified nursing- 
sensitive care registry beginning with 

January 1, 2011 discharges. Hospitals 
would continue reporting the nursing- 
sensitive care structural measure 
previously adopted for the RHQDAPU 
program directly to the QIO Clinical 
Warehouse. 

We invited comment on the proposed 
addition of a nursing sensitive care 

registry-based topic, which would 
include eight proposed nursing 
sensitive care measures, as well as the 
timing of this addition to the RHQDAPU 
program for the FY 2013 payment 
determination. 

PROPOSED MEASURES FOR NURSING SENSITIVE CARE REGISTRY-BASED TOPIC 

Patient Falls: All documented falls with or without injury, experienced by patients on an eligible unit in a calendar month. (NQF #0141) 
Falls with Injury: All documented patient falls with an injury level of minor or greater. (NQF #0202) 
Pressure Ulcer Prevalence (NQF #0201) 
Restraint Prevalence (vest and limb) (NQF #0203) 
Skill Mix: Percentage of hours worked by: RN, LPN/LVN, UAP, Contract/Agency (NQF #0204) 
Hours per patient day worked by RN, LPN, and UAP (NQF #0205) 
Practice Environment Scale-Nursing Work Index (NQF #0206) 
Voluntary turnover for RN, APN, LPN, UAP (NQF #0207) 

Comment: Many commenters 
supported the nursing sensitive care 
measures/measure set, but objected to 
registry-based submission of the 
measures for various reasons. 

Response: We thank the commenters 
for their support of the proposed 
measures. We will not be finalizing any 
of the registry-based measures in this 
final rule. 

Comment: One commenter did not 
support the inclusion of the eight 
Nursing Sensitive measures proposed 
earlier unless significant restructuring of 
the specifications were conducted and 
these specifications were made available 
to the public. Another commenter 
supported the proposed addition of 
Nursing Sensitive Care HAC measure 
and topic. 

Response: As stated earlier, we are not 
finalizing any of the registry-based 
measures in this final rule. We thank the 
commenters for their support and 
suggestions. We will consider these 
suggestions in future rulemaking. 

As stated earlier, we are not finalizing 
any of the registry-based measures in 
this final rule. 

(D) Cardiac Surgery Registry-Based 
Topic and Measures 

We have previously proposed to add 
several measures on the topic of cardiac 
surgery to the RHQDAPU measure set 
(73 FR 48608), and have also listed a set 
of NQF-endorsed cardiac surgery 
measures in prior rules as being under 
consideration for future adoption (74 FR 
43874). We also adopted a structural 
measure of cardiac surgery participation 
in the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule. Cardiac surgery procedures 
carry a significant risk of morbidity and 
mortality. We believe that the 
nationwide public reporting of the 15 
proposed cardiac surgery registry-based 
measures would provide highly 
meaningful information for Medicare 
beneficiaries because they address 
procedures widely performed on 
Medicare beneficiaries. Analysis of the 

structural measure data we have 
received from hospitals indicates that 
nearly 90 percent of hospitals 
performing these procedures already 
report these data to clinical registries, 
which means that if they choose this 
registry-based topic for purposes of the 
FY 2013 payment determination and the 
registry to which they already submit 
data is qualified for this proposed topic, 
they will not face any additional data 
submission burden. 

For the FY 2013 payment 
determination, we proposed to include 
15 cardiac surgery registry-based 
measures in the cardiac surgery registry- 
based measure topic. These proposed 
registry-based measures are listed 
below, and hospitals would submit data 
on these measures to a qualified registry 
for the cardiac surgery registry-based 
topic. We did not propose to retire the 
structural measure for cardiac surgery 
participation. 
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These measures were endorsed by the 
NQF in May of 2007 and meet the 
statutory requirement of reflecting 
consensus among affected parties. We 
proposed that hospitals selecting this 
topic would begin submitting data on 
the proposed measures to a qualified 
cardiac surgery registry beginning with 
January 1, 2011 discharges. We note that 
five of these measures (indicated with 
an asterisk in the table above) must be 
risk adjusted in order to be calculated 
properly, which requires that the data 
needed to calculate these measures be 
collected by a single registry. While the 
remaining measures do not require risk 
adjustment, we believe it may be overly 
burdensome for hospitals to submit data 
for this topic to more than one registry. 
For this reason, we anticipate qualifying 
a single registry to collect all of the data 
for the proposed cardiac surgery 
registry-based topic. We invited public 
comment on this proposal. 

Comment: Many commenters 
supported the cardiac surgery measures/ 
measure set, but objected to registry- 
based submission of the measures. 

Response: We thank the commenters 
for their support of the proposed 
measures. As stated earlier, we are not 
finalizing any registry-based measures 
in this final rule. 

Comment: One commenter was 
concerned with the quality of data 
collected by the STS Cardiac Surgery 
Registry, specifically related to data 
definition ambiguity and varying levels 
of expertise amongst abstractors across 

hospitals. Another commenter 
recommended requiring all hospitals to 
participate in registries to report specific 
measures sets, and to phase in the 
measures sets starting with cardiac 
surgery and nursing sensitive measures. 

Response: We agree with the 
importance of cardiac surgery measures 
that include both processes of care and 
outcomes in view of the significance of 
such surgery and the benefit of having 
such measures publicly reported. 
Although we have decided not to adopt 
registry-based reporting in this final 
rule, we continue to believe that cardiac 
surgery measures are a priority for the 
RHQDAPU program. 

Comment: Some commenters stated 
that the use of registries has the 
potential for inconsistent reporting on 
Hospital Compare and inaccurate 
comparisons across hospitals. Hospitals 
may select to participate in registries for 
measures that they expect the best 
performance. Thus, allowing hospitals 
to report on only one registry-based 
measures set may not fully reflect the 
care the hospital provides. One 
commenter stated that if registries are 
used, hospitals should be required to 
report to more than one registry so that 
they cannot just pick the registry in 
which they have the best data. 

Response: We continue to believe that 
registry participation is very beneficial, 
providing ongoing measurement of 
quality of care, feedback to participants, 
and the ability to measure outcomes. We 
intend to continue considering how best 

to implement registry reporting as a 
means for data submission. In doing so, 
we will consider allowing registry-based 
reporting as an option, rather than a 
requirement, and to address the issues 
of data comparability. We agree that if 
the option to report measures by a 
registry is adopted, is important to 
assure that measures specifications are 
standardized. 

After consideration of public 
comments received, we will not finalize 
any registry-based measures at this time. 

In summary, based on the public 
comments received, for the FY 2013 
payment determination, we are 
retaining the 55 measures adopted for 
the FY 2012 payment determination, 
and are adding 1 chart abstracted 
measure (AMI–Statin at Discharge) and 
1 HAI measure to be collected via NHSN 
(Catheter Associated Bloodstream 
Infection) for the FY 2013 payment 
determination. Collection of these two 
new measures for the FY 2013 payment 
determination will begin with January 1, 
2011 discharges. We refer readers to 
section IV.A.5. of this final rule for 
further information about submission 
requirements. We are not finalizing our 
proposal for hospitals to pick one of 
four topics in which to initiate registry- 
based measure submission to a qualified 
registry. As discussed in section 
IV.A.13., we also are not finalizing our 
proposal to qualify registries for these 
four topics. In the future, we anticipate 
offering registry-based submission as a 
mechanism to submit data for 
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RHQDAPU measures, but not 
necessarily the sole mechanism to 
submit data for RHQDAPU measures. 

Set out below are the 57 RHQDAPU 
program quality measures to be used for 
the FY 2013 payment determination: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

d. RHQDAPU Program Quality 
Measures for the FY 2014 Payment 
Determination 

(1) Retention of FY 2013 Payment 
Determination Measures for the FY 2014 
Payment Determination 

We proposed to retain all of the 
measures adopted for the FY 2013 
payment determination for the FY 2014 
payment determination. Collection of 
data for these measures would begin 
with January 1, 2012 discharges. We 
invited public comment on this 
proposal. We did not receive any 
specific comments on this proposal. As 
discussed below, in response to 
comments, we are retiring 2 FY 2013 
narrowly specified measures (PN–2 and 
PN–7) and adopting in their place 2 
global immunization measures. We are 
adopting as final our proposal to retain 
all of the measures adopted for the FY 
2013 payment determination for the FY 
2014 payment determination, as 
modified by our retirement of these FY 
2013 measures. 

(2) New Chart-Abstracted Measures for 
the FY 2014 Payment Determination 

We also proposed to add the 
following four new chart-abstracted 
measures to the RHQDAPU program 
measure set for the FY 2014 payment 
determination: (1) Emergency 
Department (ED) Throughput—Admit 
Decision Time to ED Departure Time for 
Admitted Patients (NQF #0497), (2) ED 
Throughput—Median time from 
emergency department arrival to ED 
departure for admitted patients (NQF 
#0495), (3) Global Flu Immunization, 
and (4) Global Pneumonia 
Immunization. In proposing to adopt 
these chart-abstracted measures, we 
recognized that we were proposing to 
increase the chart-abstraction burden on 
hospitals with respect to the RHQDAPU 
program. However, we stated that the 
burden associated with the proposed 
immunization measures for all 
inpatients could be counterbalanced by 
future retirement of the two current 
immunization measures that apply only 
to pneumonia inpatients. This measure 
retirement option is discussed earlier in 
section IV.A.2.b.(1) of the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23965). 
Furthermore, we note that the ED 
Throughput measures have been 
specified for EHR-based collection, 
which may also serve to reduce burden 
associated with these measures in the 
future. We proposed to adopt these four 
chart-abstracted measures into the 
RHQDAPU program measure set for the 
FY 2014 payment determination. We 
proposed that data submission for these 

measures would begin with January 1, 
2012 discharges. We invited comment 
on these proposed measures as well as 
on the proposed timing of their addition 
to the RHQDAPU program for the FY 
2014 payment determination. 

(A) Emergency Department (ED) 
Throughput Measures 

The two ED Throughput measures we 
proposed for the FY 2014 payment 
determination were: (1) Median time 
from admit decision time to time of 
departure from the emergency 
department for emergency department 
patients admitted to inpatient status, 
and (2) Median time from emergency 
department arrival to time of departure 
from the emergency room for patients 
admitted to the facility from the 
emergency department. 

The ED–Throughput measures reflect 
not only the processes of care that occur 
while the patient is in the emergency 
department, but also reflect the 
coordination of care, communication, 
and efficiency of service provision 
beyond the walls of the emergency 
department. These measures have been 
NQF-endorsed (NQF #0497 and #0495); 
thereby, meeting the requirement of 
section 1886(b)(3)(B)(viii)(IX) of the Act. 
They also have been adopted by HQA. 
Specifications for these measures are 
available in the preview section of the 
current Specification Manual available 
on QualityNet. 

These measures also address ED 
overcrowding, which the IOM identified 
as a major quality issue. Reducing the 
time patients remain in the ED can 
improve access to treatment and 
increase the quality of care, and 
capability of the hospital to provide 
adequate treatment to patients. ED 
overcrowding may result in delays in 
the administration of medication such 
as antibiotics for pneumonia and has 
been associated with perceptions of 
compromised emergency care. For 
patients with non-ST-segment-elevation 
myocardial infarction, long ED stays 
were associated with decreased use of 
guideline-recommended therapies and a 
higher risk of recurrent myocardial 
infarction. Overcrowding and heavy 
emergency resource demand have led to 
a number of problems, including 
ambulance refusals, prolonged patient 
waiting times, increased suffering for 
those who wait, rushed and unpleasant 
treatment environments, and potentially 
poor patient outcomes. Finally, when 
EDs are overwhelmed, their ability to 
respond to community emergencies and 
disasters may be compromised. 

Comment: Many commenters 
supported the inclusion of the proposed 
ED Throughput—Admit Decision Time 

to ED Departure Time for Admitted 
Patients (NQF #0497), and ED 
Throughput—Median time from 
emergency department arrival to ED 
departure for admitted patients (NQF 
#0495) measures. Some commenters 
supporting these measures agreed that 
the measures should reflect not only 
processes within the emergency 
department but also reflect coordination 
of care, communication and efficiency 
of provision beyond the walls of the 
emergency department. However, some 
of the commenters believed that the 
measures need to be refined, 
terminology needs to be clearly defined, 
and a percentile should be used to 
identify outliers. Some commenters 
stated that implementation of the ED 
measures should be contingent upon 
successful EHR testing by CMS so the 
measures can be reported electronically 
and not via manual chart abstraction. 
Several commenters opposed the 
proposed ED Throughput measures, 
stating there are multiple factors 
affecting the ED admit decision time to 
ED departure time for admitted patients 
as well as the median time from ED 
arrival to ED departure for admitted 
patients and the proposed measures 
cannot be adequately interpreted to 
evaluate quality. Commenters requested 
that CMS take into consideration timing 
factors that are outside the control of the 
ED, for example, bed availability and 
patient characteristics. 

Response: We appreciate the 
supportive comments as to the 
importance of the ED throughput 
measures. Specifications are handled 
through a sub-regulatory process 
previously described with specifications 
updated as needed. In order to gain 
experience prior to the date of required 
RHQDAPU submission, we encourage 
hospitals to take advantage of the 
voluntary submission process, which 
we plan to have available starting in 
October 2010. Although we believe that 
the measures are well specified, 
experience gained through the voluntary 
reporting mechanism will assist us to 
identify any needed refinements, prior 
to the beginning of required submission 
for the RHQDAPU program to begin 
with January 1, 2012 discharges. We 
will consider the suggestion regarding 
showing the percentile distribution to 
allow consumers to discern outliers 
when publicly reporting the measures. 
With regard to electronic submission, 
we are working to provide an optional 
mechanism for electronic submission 
for ED and other RHQDAPU chart- 
abstracted measures. 

After consideration of the public 
comments received, we are finalizing 
the two ED–Throughput measures as 
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proposed for the FY 2014 payment 
determination. 

(B) Global Immunization Measures 
For the FY 2014 payment 

determination, we proposed to adopt 
two global immunization measures: (1) 
Pneumoccocal Immunization; and (2) 
Influenza Immunization. Increasing 
influenza (flu) and pneumonia 
vaccination could reduce unnecessary 
hospitalizations and secondary 
complications particularly among high 
risk populations such as the elderly. 
About 36,000 adults die annually and 
over 200,000 are hospitalized for flu- 
related causes. Older adults are more 
vulnerable, and adults over 65 comprise 
about 90 percent of deaths related to flu. 
Vaccinations can significantly reduce 
the number of flu related illnesses and 
deaths. The measures being proposed 
are currently endorsed by the NQF, 
which occurred as part of a consensus 
development project titled ‘‘National 
Voluntary Consensus Standards for 
Influenza and Pneumococcal 
Immunizations’’ which concluded in 
2008. This project resulted in the 
endorsement of immunization measures 
that reflect current consensus among 
affected parties that standard measure 
specifications for influenza and 
pneumonia immunization should be 
broadly applicable across conditions, 
populations, and care settings. The 
technical specifications for these global 
measures will be available in an 
upcoming release of the Specifications 
Manual to be published in October 
2010. The difference between these 
proposed immunization measures, and 
the two immunization measures that are 
currently part of the RHQDAPU 
program is that the current measures 
only apply to inpatients admitted for 
pneumonia, whereas the proposed 
measures apply to all inpatients 
regardless of admission diagnosis. 

Comment: Some commenters strongly 
supported the proposed addition of the 
Global Immunization measures ((1) 
Pneumoccocal Immunization; and (2) 
Influenza Immunization) to the 
RHQDAPU program. The commenters 
also recommended a measure threshold 
and exemptions, for example, in times 
of vaccine shortage. 

Response: We thank the commenters 
for supporting these measures. We will 
take into consideration these 
suggestions for exemptions during 

vaccine shortages. We are finalizing 
these measures for the FY 2014 payment 
determination. 

Comment: Some commenters 
expressed concerned that the proposed 
FY 2014 global immunization measures 
overlap with previously adopted 
immunization measures that are specific 
to the Pneumonia population (PN–2: 
Pneumoccocal Vaccination Status and 
PN–7: Influenza Vaccination Status). 
Commenters also recommended that we 
retire the two pneumonia-specific 
measures if we elect to adopt the global 
immunization measures into the 
RHQDAPU program. 

Response: We agree with the 
commenters and are retiring the PN–2 
and PN–7 measures from the RHQDAPU 
measure set for the FY 2014 payment 
determination because these measures 
overlap with the global immunization 
measures that we are adopting for the 
FY 2014 payment determination. 

Comment: Several commenters 
opposed the inclusion of the Global 
Influenza or Global Pneumococcal 
measures into the RHQDAPU program 
because of perceived burden of 
collection. In addition, some 
commenters stated that vaccination 
during the acute phase of illness treated 
in the hospital inpatient setting is not an 
optimum practice, and that 
miscommunication with patients’ 
primary care provider may lead to 
unnecessary vaccinations. 

Response: We understand the burden 
concern and have attempted to mitigate 
this by adopting the ED throughput and 
Global immunization measures 
concurrently as they utilize the same 
global population, and adopting the 
measures several years in advance. We 
believe that finalizing the global 
immunization measures for FY 2014 in 
this final rule will give hospitals 
adequate time to develop efficient 
collection plans for future collection. 
We agree with the commenters that the 
current RHQDAPU immunizations 
specified for the pneumonia inpatient 
population should be replaced in favor 
of these broadly applicable 
immunization measures. The NQF also 
recommends the use of the global 
immunization measures over the 
condition specific immunization 
measures that are currently in the 
program. Based on the public comments 
received, we are adopting the two global 
immunization measures for the FY 2014 

payment determination, and we are 
retiring the PN–2: Pneumoccocal 
Vaccination Status and PN–7: Influenza 
Vaccination Status measures for the FY 
2014 payment determination in order to 
accommodate these more broadly 
applicable immunization measures. 

As for the commenter’s point that a 
patient’s primary care provider would 
ordinarily be the locus for 
immunization, the current NQF- 
endorsed measures recognize a role for 
the acute care setting to assess the 
vaccination status of and to intervene in 
the appropriate vaccination of acutely 
hospitalized patients against influenza 
and pneumonia. This is consistent with 
the indications for these vaccines which 
are global in nature in the sense that 
they are generally recommended for 
patients over a certain age, not those 
with only who have contracted 
pneumonia. We will provide 
specifications for these new measures in 
the upcoming Specifications Manual 
release. 

After consideration of the public 
comments received, we are finalizing all 
four chart-abstracted measures into the 
RHQDAPU program measure set for the 
FY 2014 payment determination. Also 
based upon public comments received, 
and discussed in section IV.A.3.c.(3) of 
this final rule, we are finalizing the 
adoption of the SSI measure to be 
collected via NHSN for the FY 2014 
payment determination. Data 
submission for these five measures 
would begin with January 1, 2012 
discharges. In addition, based on 
comments received regarding retirement 
of narrowly specified measures when 
broader measures are available, we are 
retiring the PN–2 and PN–7 measures 
for the FY 2014 and subsequent 
payment determinations, which will be 
replaced by the two global measures for 
influenza and pneumococcal 
vaccination beginning with January 1, 
2012 discharges. We will retain the 
remaining FY 2013 measures for the FY 
2014 payment determination. We expect 
the CLABSI measure and the SSI 
measure to be risk-adjusted consistent 
with section 1886(b)(3)(B)(viii)(VIII) of 
the Act for the FY 2013 and FY 2014 
payment determinations, respectively. 

The complete list of 60 quality 
measures to be used for the FY 2014 
payment determination is set out below. 
BILLING CODE 4120–01–P 
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4. Possible New Quality Measures for 
Future Years 

We invited public comment on the 
following quality measures and topics 

set out below that we are considering for 
the future. We also sought suggestions 
and rationales to support the adoption 
of measures and topics that were not 

included in this list for the RHQDAPU 
program. 
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BILLING CODE 4120–01–C 
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• General comments 
Comment: A commenter 

recommended that any long-range 
planning must be consistent with the 
Secretary’s strategic plan and priorities 
which are unknown at this time for the 
future years. A commenter stated that 
CMS needs to have a more systematic 
quality measure strategy and framework 
to align measures in order to achieve the 
overall goals of quality improvement 
and attainment. Another commenter 
stated that hospitals should be allowed 
to prioritize measures based on risks of 
their populations and programs and 
questioned the reason why hospitals are 
not given the option as physicians to 
select from a list of measures to focus 
on their quality improvement efforts. 
The commenters suggested that we 
follow a more methodical framework to 
prioritize and integrate measures into 
the RHQDAPU program and the 
HITECH EHR incentive program with a 
long-term goal of transitioning from the 
RHQDAPU program to the meaningful 
use criteria under the HITECH EHR 
program. One commenter noted that in 
moving forward, CMS should focus on 
developing measures collected through 
EHRs rather than using manually 
intensive, chart-based measures through 
the RHQDAPU program. Several 
commenters believed that many of the 
proposed measures for future years 
overlap with the current RHQDAPU 
measures. Another commenter 
recommended that CMS focus reporting 
on a variety of aspects for fewer 
conditions rather than adding one or 
two measures in a particular medical 
condition or significantly increasing the 
overall number of conditions being 
measured at any one time. The 
commenter believed that the second 
approach would stretch hospital 
resources. Another commenter noted 
that it is unnecessary to put a single 
measure under different composite 
measures or under different reporting 
requirements. The commenter gave the 

PSI–4 measure as an example which is 
required in both the Nursing sensitive 
composite measure as well as in the 
AHRQ Patient Safety Indicators 
measurement set. A commenter 
suggested that CMS take a more 
aggressive approach and add more 
measures in high priority areas. 

Response: We have retained the 
ability to modify the measure set in the 
future in order to respond to changes in 
our priorities as well as changes in 
legislation. One of our goals is to align 
the quality measures across programs 
including the HITECH EHR program in 
order to reduce the burden on hospitals 
reporting quality measures to multiple 
programs. We generally try to adopt 
measures for the RHQDAPU program 
that are broadly applicable across IPPS 
hospitals, because RHQDAPU measures 
are made publicly available in 
comparative reporting tools, and will be 
the basis for measure selection for 
hospital value based purchasing in the 
future. Allowing hospitals to pick 
among measure sets may not be ideal for 
comparative public reporting and 
performance-based incentive programs. 

With respect to long-range planning 
and the Affordable Care Act required 
strategic plan and priorities, we agree 
that the RHQDAPU program priorities 
will be guided by this plan. Although 
this plan is yet to be developed, the 
measures that we include in this final 
rule represent established HHS 
priorities, which include some of the 
priorities selected by the NQF National 
Priorities Partners process. These 
include patient safety, population 
health, and care coordination. 

The new outcomes measures, the 
HACs and HAIs, the immunization 
measures, AMI statin at discharge, and 
ED throughput measures finalized in 
this final rule reflect these priorities as 
we discuss in the portions of this final 
rule dealing with those measures. To the 
extent that these or other measures are 
incompatible with any revision to HHS 
priorities and new strategic framework, 

the measures can be modified. Because 
IPPS hospitals provide a broad array of 
services, we believe that it is important 
have an array of measures that cover 
very substantially inpatient services. We 
also believe it is beneficial to consumers 
to measure and report many topics 
governing aspects of health care 
delivered in hospital settings, and thus, 
we have been systematically expanding 
the RHQDAPU program quality 
measures in scope and topic. Currently, 
AHRQ PSI–4 is in both the AHRQ 
Patient Safety Indicator measure set and 
the Nursing Sensitive Care measure set. 
We have not adopted the Nursing 
Sensitive Measure set at this time, but 
would address this overlap in the future 
should we propose to require this 
measure set of participating hospitals. 
We will also continue to assess the 
feasibility of alternative data sources for 
measures, such as registries and EHRs to 
lessen the data collection burden on 
hospitals. We agree with the importance 
of transitioning to EHR submission of 
RHQDAPU measures and plan to 
actively move toward implementation. 
However, we expect that, at least in the 
short term, it would not be practical to 
require all hospitals to report using EHR 
technology, but rather to provide this 
reporting method as an option. 

• Comment on Measure Topic: Atrial 
fibrillation 

Comment: A commenter indicated 
that atrial fibrillation measures is the 
root cause of several conditions upon 
which CMS has focused and that quality 
measures for atrial fibrillation help alert 
hospitals and clinicians to diagnose and 
manage the condition. 

Response: We agree and we did 
propose the STK–3: Anticoagulation 
therapy for atrial fibrillation/flutter 
(NQF #0436) in the FY 2011 IPPS/LTCH 
proposed rule under proposed measures 
for the Stroke registry-based topic. As 
discussed previously, we are not 
finalizing any registry-based measures 
in this final rule. We will take the 
commenter’s suggestion into 
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consideration in determining whether to 
adopt this measure for the RHQDAPU 
program in the future. 

• Comment on prioritization of 
Measure Topics 

Comment: One commenter 
recommended that CMS prioritize the 
cardiovascular-related conditions that 
are in the CMS top 20 based on root 
cause and prevention of subsequent 
conditions as follows: Diabetes, 
ischemic heart disease, atrial 
fibrillation, acute myocardial infarction, 
congestive heart failure, stroke, 
Alzheimer’s disease, and depression. 

Response: We thank the commenter 
for the suggestions and we will take the 
commenter’s suggestion into 
consideration in determining the 
priorities of the measures for the 
RHQDAPU program in the future. 

• Comments on Measure Topic: 
Cardiac rehabilitation referral for AMI, 
HF, and Cardiac Surgery 

Comment: A few commenters strongly 
endorsed the proposal to consider 
‘‘Cardiac Rehabilitation Referral for 
AMI, HF, and Cardiac Surgery’’ for 
possible RHQDAPU program futures 
measure and topics. 

Response: We thank the commenters 
for their support of the proposed 
measure. We will take that into 
consideration in determining whether to 
adopt this measure for the RHQDAPU 
program in the future. 

• Comments on Measure Topic: 
Percutaneous coronary intervention 
(PCI) 

Comment: A few commenters 
requested the addition of percutaneous 
coronary intervention (PCI) in the 
RHQDAPU measures for future years. 

Response: We thank the commenters 
for the suggestion and we will take it 
into consideration in determining 
whether to adopt this measure for the 
RHQDAPU program in the future. 

• Comment on Measure Topic: 
Participation in a systematic database 
for general thoracic surgery 

Comment: One commenter suggested 
the inclusion of participation in a 
systematic database for general thoracic 
surgery as a structural measure. 

Response: We thank the commenter 
for the suggestion and we will take it 
into consideration in determining 
whether to adopt this measure for the 
RHQDAPU program in the future. 

• Comments on Measure Topic: 30- 
day AMI and heart failure care 
transition composites 

Comment: A few commenters urged 
CMS not to include composite measures 
for 30-day AMI and heart failure care 
transition composites because they 
believed they do not accurately identify 
differences in performance that are due 

to failure to provide adequate care 
coordination and may penalize 
providers unfairly from serving 
disadvantaged population served or 
providing unrelated emergency 
department visits. One commenter 
recommended the inclusion of more 
AMI measures. 

Response: We acknowledge these 
concerns. These measures are currently 
undergoing NQF review and 
endorsement. We also thank the 
commenter that supported the addition 
of AMI measures. 

• Comment on Measure Topic: 
Initiation of statin therapy in patients 
with ischemic stroke or acute AMI prior 
to discharge 

Comment: One commenter 
recommended adding a measure for the 
initiation of statin therapy in patients 
with ischemic stroke or acute AMI prior 
to discharge when there is no 
contraindication. 

Response: We thank the commenter 
for the suggestion and we will consider 
it in future rulemaking. 

• Comment on Measure Topic: 
Smoking cessation screening, treatment, 
and post-discharge follow-up 

Comment: One commenter suggested 
the inclusion of measures like the 
smoking cessation screening, treatment, 
and post-discharge follow-up measures 
which are being pilot tested by the Joint 
Commission. 

Response: We thank the commenter 
for the suggestion and we will take it 
into consideration in determining 
whether to adopt this measure for the 
RHQDAPU program in the future. 

• Comment on Measure Topic: 30- 
Day PCI Readmission Measures 

Comment: One commenter supported 
the PCI mortality and readmission 
measures and urged CMS to reconsider 
delayed implementation of the measures 
after FY 2014 and consider 
implementing PSI–9 and/or other 
measures to track severe bleeding as a 
preventable readmission from PCI. One 
commenter opposed the PCI 
readmission measure. This commenter 
opposed the data quality (probability 
matching with CMS data), timeframe 
(30-day) and numerator (readmission for 
all-cause) of the measure and the 
validity of the risk adjustment model (as 
indicated by the low C-statistic). 

Response: The PCI readmission 
measure was developed using a 
probabilistic match to link the registry 
data with the Medicare data but would 
be implemented using direct patient 
identifiers. As to the time frame of the 
measures, we selected 30-day period of 
assessment based on empirical analysis 
of available data, clinical judgment and 
the advice of expert consultants. The 

consensus was that a 30-day time 
provided the correct balance by 
capturing the bulk of excess 
readmissions occurring after PCI and 
maintaining a high likelihood that the 
readmission was attributable to the 
hospital care. Moreover from a patient 
perspective, readmission for any reason 
is likely to be an undesirable outcome 
of care. Readmissions not associated 
with a cardiac diagnosis may be directly 
related to the care delivered during the 
index hospitalization. Finally in regard 
to the low C-statistic, two factors affect 
the C-statistic—patient factors and 
hospital care. Since the patient-level 
predictors included in the risk 
adjustment model for the PCI measure 
were robust based on registry clinical 
data, the C-statistic of 0.663 indicates 
that the quality of care delivered to 
patients by hospitals (that are not part 
of the model) plays a larger role. We 
will consider the comment regarding 
adoption of other companion measures, 
such as PSI–9, that may address 
preventability. 

Comment: One commenter supported 
the inclusion of Catheter-Associated 
UTI and VAP in FY 2014. 

Response: We thank the commenter 
for the support of the proposed measure. 
We will take it into consideration in 
determining whether to adopt these 
measures for the RHQDAPU program in 
a future rulemaking cycle. 

• Comment on Measure Topic: HACs 
Comment: One commenter 

recommended that CMS make a long- 
term goal to cultivate more global 
hospital-wide assessments of harm 
rather than targeting individual 
organisms or HACs. 

Response: We thank the commenter 
for the suggestion and we will take it 
into consideration in determining 
whether to adopt this kind of measure 
for the RHQDAPU program in the 
future. 

• Comments on Measure Topic: HAI 
Comment: One commenter 

recommended the inclusion of HAI— 
ventilator associated pneumonia, HAI— 
multidrug-resistant organism infection, 
and HAI—CDAD. Another commenter 
cautioned that for the possible inclusion 
of the VAP measures, the term ‘‘VAP’’ 
must be clearly defined so that trauma 
or immune-compromised patients can 
be diagnosed correctly for VAP and 
recommended that CMS take into 
consideration the inadvertent penalty of 
academic medical centers and hospitals 
that treat complex and critically-ill 
patients who are at risk for MDRO, and 
experience high volume of patient 
transfer. 

Response: We thank the commenters 
for their suggestion for other HAIs and 
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we will take this into consideration in 
determining whether to adopt the 
measures for the RHQDAPU program in 
the future. We plan to propose 
additional HAI measures in a future 
rulemaking cycle as they gain NQF 
endorsement. 

Comment: A commenter 
recommended that the HHS Action Plan 
to Prevent Healthcare-associated 
Infections must be assessed for whether 
the Plan’s metrics and targets have been 
met and to provide the results to the 
public at the hospital level, especially 
measures related to MRSA, CDAD, and 
UTI. A commenter urged CMS to add 
the Catheter-Associated UTI in FY 2012. 
The commenter suggested CMS and 
CDC collaborate to develop a workable 
guideline for identifying hospital- 
acquired VAP infections, moving 
surveillance and reporting of central 
line associated bloodstream infections 
beyond the ICU. The commenter did not 
recommend using NQF-endorsement 
alone as adoption criteria. Another 
commenter recommended that no 
further data submission plan be 
proposed for VAP, MRSA, and CDAD 
until after fall of 2010 when the HHS 
HAI Action Plan Review and Update is 
released. 

Response: We will take these 
comments into consideration for 
planning and measure selection. We 
appreciate the commenter’s suggestion 
that we add the Catheter-Associated UTI 
in FY 2012, but we have determined 
that we will consider it for future years. 
The HHS Action Plan is currently 
undergoing a process of 
interdepartmental review and update 
that will include an examination of the 
metrics and targets. We anticipate that 
this will be complete in October 2010. 

• Comments on Measure Topic: VTE 
Comment: One commenter suggested 

the inclusion of a thromboembolism 
(VTE) measure into the RHQDAPU 
program for future years. One 
commenter requested clarification for 
the documentation requirements for the 
VTE–1 VTE Prophylaxis and for the 
VTE–2 ICU VTE Prophylaxis. The 
commenter also agreed with the 
exclusion of patients with reasons for 
not administering mechanical and 
pharmacological prophylaxis. 

Response: We appreciate the 
suggestion and agree with the high 
importance of the VTE topic. With 
respect to specifications and 
documentation requirements these are 
handled through a sub-regulatory 
process. 

• Comment on Measure Topic: 
Surgical Safety 

Comment: One commenter supported 
the continued development of Surgical 
Safety measures. 

Response: We thank the commenter 
for the encouragement and we will take 
that into consideration in determining 
whether to adopt more of these types of 
measures for the RHQDAPU program in 
the future. 

• Comment on Measure Topic: NQF- 
approved serious reportable events. 

Comment: One commenter suggested 
that CMS adopt NQF-endorsed serious 
reportable events in future years. 

Response: We thank the commenter 
for the suggestion and we will take it 
into consideration in determining 
whether to adopt this measure for the 
RHQDAPU program in the future. 

• Comments on Measure Topic: 
Influenza vaccination of healthcare 
personnel 

Comment: Many commenters 
recommended the inclusion of Influenza 
vaccination of healthcare personnel. 

Response: We agree that Influenza 
vaccination of healthcare personnel is 
an important practice that may prevent 
the spread of influenza and we thank 
the commenters for their 
recommendation. We will take this into 
consideration in determining whether to 
adopt this measure for the RHQDAPU 
program in the future. 

• Comment on Measure Topic: 
Mortality measures 

Comment: A commenter strongly 
opposed the inclusion of mortality 
measures because they are inconsistent 
and unreliable indicators of the quality 
of patient care. Furthermore, the 
commenter stated that mortality 
measures do not take into account 
terminal, end-of-life issues, or withhold 
treatment decisions made by patients 
and families. 

Response: These comments were 
related to the prospect of inconsistent 
approaches to mortality measures 
resulting from inclusion of various 
registry-based measures sets. We have 
withdrawn the registry-based reporting 
proposal. We have added no additional 
mortality measures beyond the CMS 30- 
day mortality measures and the AHRQ 
PSI and IQI mortality measures. These 
measures and their underlying 
methodologies are all endorsed by NQF. 

We thank the commenters for all their 
suggestions for quality measures for the 
future years. We also note that, although 
we did not adopt the proposed registry- 
based measures: Stroke, Cardiac 
Surgery, and Nurse Sensitive measures 
for the FY 2013 payment determination 
in this final rule, we are still very 
interested in reconsidering them for 
future adoption. While the stroke 
measures were proposed only for 

registry-based participation in the 
proposed rule, and not finalized, these 
measures are currently specified for 
chart abstraction and electronically 
specified for EHR submission and 
included in the HITECH EHR incentive 
program for 2011 and 2012. We intend 
to propose to add these measures to the 
RHQDAPU program in future 
rulemaking. In addition, while we did 
not propose the VTE measures set in the 
FY 2011 IPPS/LTCH PPS proposed rule, 
which are also included in the HITECH 
EHR incentive program for 2011 and 
2012, we intend to propose to add these 
measures to the RHQDAPU program in 
future rulemaking. 

5. Form, Manner, and Timing of Quality 
Data Submission 

Sections 1886(b)(3)(B)(viii)(I) and (II) 
of the Act state that the payment update, 
for FY 2007 and each subsequent fiscal 
year, be reduced by 2.0 percentage 
points (or, beginning with FY 2015, by 
one-quarter of such applicable 
percentage increase (determined 
without regard to clause (ix), (xi), or 
(xii)) for any subsection (d) hospital that 
does not submit quality data in a form 
and manner, and at a time, specified by 
the Secretary. The data submission 
requirements, Specifications Manual, 
and submission deadlines are posted on 
the QualityNet Web site at: http:// 
www.QualityNet.org/. CMS requires that 
hospitals submit data in accordance 
with the specifications for the 
appropriate discharge periods. 

Hospitals submit quality data through 
the secure portion of the QualityNet 
Web site (formerly known as QualityNet 
Exchange) (http://www.QualityNet.org). 
This Web site meets or exceeds all 
current Health Insurance Portability and 
Accountability Act (HIPAA) 
requirements for security of protected 
health information. 

a. RHQDAPU Program Requirements for 
FY 2012, FY 2013 and FY 2014 

(1) Procedural Requirements for the FY 
2012, FY 2013 and FY 2014 Payment 
Determinations 

For the FY 2012, FY 2013, and FY 
2014 payment determinations, we 
proposed that the following procedures 
would apply to hospitals participating 
in the RHQDAPU program. These 
procedures are, for the most part, the 
same as the procedures that apply to the 
FY 2011 payment determination. We 
identified where we proposed to modify 
a procedure. 

• Register with QualityNet, before 
participating hospitals initially begin 
reporting data, regardless of the method 
used for submitting data. 
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• Identify a QualityNet Administrator 
who follows the registration process 
located on the QualityNet Web site 
(http://www.QualityNet.org). 

• Complete a Notice of Participation. 
New subsection (d) hospitals and 
existing hospitals that wish to 
participate in the RHQDAPU program 
for the first time must complete a 
revised ‘‘Reporting Hospital Quality 
Data for Annual Payment Update Notice 
of Participation’’ form (Notice of 
Participation form) that includes the 
name and address of each hospital 
campus that shares the same CMS 
Certification Number (CCN). We will 
revise the Notice of Participation form 
as needed and will provide appropriate 
notification of any revisions to hospitals 
and QIOs through the routine 
RHQDAPU communication channels 
which include memo and e-mail 
notification and QualityNet Web site 
articles and postings. 

We proposed that, consistent with our 
policy for the FY 2011 payment 
determination, any hospital that 
receives a new CCN on or after October 
15, 2009 (including new subsection (d) 
hospitals and hospitals that have 
merged) that wishes to participate in the 
RHQDAPU program and has not 
otherwise submitted a Notice of 
Participation form using the new CCN 
must submit a completed Notice of 
Participation form no later than 180 
days from the date identified as the 
open date (that is, the Medicare 
acceptance date) on the approved CMS 
Online System Certification and 
Reporting (OSCAR) system to 
participate in the RHQDAPU program 
for FY 2012 and future years. We 
believe that this deadline will give these 
hospitals a sufficient amount of time to 
get their operations up and running 
while simultaneously providing CMS 
with clarity regarding whether they 
intend to participate in the RHQDAPU 
program for FY 2012. 

We did not receive any public 
comments related to our proposal for 
procedural requirements for the FY 
2012, FY 2013 and FY 2014 payment 
determinations. We are adopting as final 
our proposal regarding the procedural 
requirements discussed above for the FY 
2012, FY 2013 and FY 2014 payment 
determinations. 

(2) Synchronization of RHQDAPU 
Program Data Submission and 
Validation Quarters With Quarters Used 
To Make Payment Determinations 

Currently, we determine, in part, 
whether a hospital has met the 
RHQDAPU program requirements for a 
given fiscal year by looking at whether 
the hospital properly submitted data 

with respect to a number of quarterly 
discharge periods. However, the 
quarters that we look at for HCAHPS 
data, chart-abstracted RHQDAPU 
program measures, and structural 
measures may not be the same for a 
single payment determination. For 
example, for the FY 2011 payment 
determination, we looked at discharge 
data submitted by hospitals from 4th 
quarter 2008 through 3rd quarter 2009 
for AMI, HF, and PN chart-abstracted 
RHQDAPU program measures, 1st 
quarter 2010 for the newly added SCIP 
Infection 9 and 10 measures, April 2008 
through March 2009 data for HCAHPS, 
and January 1, 2010 through June 30, 
2010 data for structural measures. 

This lack of synchronization has 
developed because we have generally 
made payment decisions using the four 
earliest occurring discharge quarters for 
each measure topic that we did not 
include in a previous year’s payment 
determination, and we have not 
synchronized when hospitals must 
begin reporting data on new measures. 

Starting with the FY 2013 payment 
determination, we proposed to 
determine whether the hospital meets 
the data submission requirement for 
quality measure data by looking at 
whether the hospital properly submitted 
data on the applicable measures during 
the same quarterly discharge periods. 
Specifically, the quarterly discharge 
periods that will apply to a particular 
payment determination will be the four 
quarters that occur within a calendar 
year. In other words, beginning with the 
FY 2013 payment determination, we 
will look at whether the hospital 
properly submitted data for HCAHPS, 
CDC NHSN, chart-abstracted measures, 
and structural measure quality measure 
data during the four calendar year 
quarters of FY 2011. 

With respect to our requirement that 
hospital data be successfully validated 
in order for the hospital to earn the full 
payment update for a given fiscal year, 
we also proposed, beginning with the 
FY 2013 payment determination, to 
validate four discharge quarters, but the 
quarters will be the 4th calendar quarter 
of the year that occurs 2 years before the 
payment determination and the first 3 
calendar quarters of the following 
calendar year. Thus, for the FY 2013 
payment determination, we will 
validate data from the 4th calendar 
quarter of 2010 through the 3rd calendar 
quarter of 2011. We believe this is 
appropriate given the time required for 
the validation abstraction and appeal 
process. 

This proposed synchronization will 
give us a more complete picture of the 
quality of care provided by a hospital 

during a given time period, thus 
enabling us to link that quality of care 
to the applicable RHQDAPU payment 
determination. In addition, this 
proposal will provide clarity to 
hospitals regarding what data we will 
look at to make payment determinations 
for a given fiscal year. We believe that 
this synchronization will also assist us 
to more effectively implement the 
RHQDAPU program because we will be 
able to achieve operational consistency 
regarding what data applies to what 
payment determination. Further, we 
believe that this proposal may assist the 
agency in implementing the Hospital 
Value-Based Purchasing Program as 
authorized by section 3001(a)(1) of the 
Affordable Care Act because it will 
improve the link between quality as 
measured during a single period of time 
and the payment amounts provided to 
hospitals. For example, under our 
proposal, HCAHPS patient experience 
of care measures and chart-abstracted 
measures for a single set of discharge 
quarters will be used together for a 
single payment determination. Finally, 
we believe that this proposal will 
improve hospitals’ ability to implement 
quality improvement strategies that 
affect RHQDAPU program measures and 
their quality of care. 

We would post a table outlining the 
discharge quarters that would be used to 
make each fiscal year payment 
determination no later than September 
15th annually on the QualityNet Web 
site (http://www.QualityNet.org). We 
invited public comment on this 
proposal. 

Comment: Many commenters 
supported the proposal to move all 
measures to a consistent timeframe, 
beginning with the FY 2013 payment 
determination, in anticipation of the 
transition to the HVBP program when 
all measures need to be calculated 
across a consistent timeframe. 
Commenters also indicated that the 
move provides clarity for the timeframe 
of data for each fiscal year. 

Response: We thank the commenters 
for their support of this proposal. 

Comment: Many commenters 
questioned CMS’ intent related to the 
HVBP program requirements under 
section 3001 of the Affordable Care Act. 

Response: We appreciate the 
comments and intend to propose 
regulations for the HVBP program 
consistent with the legislative mandates 
of section 3001 of the Affordable Care 
Act in the FY 2012 IPPS/LTCH PPS 
proposed rule. 

After consideration of the public 
comments we received, we are adopting 
as final our proposal for 
synchronization of RHQDAPU program 
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data submission and validation quarters 
with quarters used to make payment 
determinations. 

(3) HCAHPS Requirements for the FY 
2012, FY 2013 and FY 2014 Payment 
Determinations 

We proposed that, for the FY 2012, FY 
2013 and FY 2014 payment 
determinations, except as noted below, 
the RHQDAPU program HCAHPS 
requirements we adopted for FY 2011 
would continue to apply. Under these 
requirements, a hospital must 
continuously collect and submit 
HCAHPS data in accordance with the 
current HCAHPS Quality Assurance 
Guidelines and the quarterly data 
submission deadlines, both of which are 
posted at http://www.hcahpsonline.org. 
In order for a hospital to participate in 
the collection of HCAHPS data, a 
hospital must either: (1) Contract with 
an approved HCAHPS survey vendor 
that will conduct the survey and submit 
data on the hospital’s behalf to the QIO 
Clinical Warehouse; or (2) self- 
administer the survey without using a 
survey vendor provided that the 
hospital attends HCAHPS training and 
meets Minimum Survey Requirements 
as specified on the Web site at: http:// 
www.hcahpsonline.org. A current list of 
approved HCAHPS survey vendors can 
be found on the HCAHPS Web site at: 
http://www.hcahpsonline.org. 

We proposed that the FY 2012 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from April 1, 
2010 through December 31, 2010. 

We proposed that the FY 2013 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from January 1, 
2011 through December 31, 2011. 

We proposed that the FY 2014 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from January 1, 
2012 through December 31, 2012. 

Every hospital choosing to contract 
with a survey vendor should provide 
the sample frame of HCAHPS-eligible 
discharges to its survey vendor with 
sufficient time to allow the survey 
vendor to begin contacting each 
sampled patient within 6 weeks of 
discharge from the hospital. (We refer 
readers to the Quality Assurance 
Guidelines located at http:// 
www.hcahpsonline.org for details about 
HCAHPS eligibility and sample frame 
creation.) In addition, the hospital must 
authorize the survey vendor to submit 
data via My QualityNet, the secure part 
of the QualityNet Web site, on the 
hospital’s behalf. 

After the survey vendor submits the 
data to the QIO Clinical Warehouse, we 
strongly recommend that hospitals 
employing a survey vendor promptly 
review the two HCAHPS Feedback 
Reports (the Provider Survey Status 
Summary Report and the Data 
Submission Detail Report) that are 
available. These reports enable a 
hospital to ensure that its survey vendor 
has submitted the data on time and the 
data has been accepted into the QIO 
Clinical Warehouse. 

Any hospital that has five or fewer 
HCAHPS-eligible discharges in any 
month is no longer required to submit 
HCAHPS surveys for that month, 
although the hospital may voluntarily 
choose to submit these data. However, 
the hospital still must submit its total 
number of HCAHPS-eligible cases for 
that month to the QIO Clinical 
Warehouse as part of its quarterly 
HCAHPS data submission. 

In order to ensure compliance with 
HCAHPS survey and administration 
protocols, hospitals and survey vendors 
must participate in all oversight 
activities. As part of the oversight 
process, during the onsite visits or 
conference calls, the HCAHPS Project 
Team will review the hospital’s or 
survey vendor’s survey systems and 
assess protocols based upon the most 
recent HCAHPS Quality Assurance 
Guidelines. All materials relevant to 
survey administration will be subject to 
review. The systems and program 
review includes, but is not limited to: 
(a) Survey management and data 
systems; (b) printing and mailing 
materials and facilities; (c) telephone 
and Interactive Voice Response (IVR) 
materials and facilities; (d) data receipt, 
entry and storage facilities; and (e) 
written documentation of survey 
processes. Organizations will be given a 
defined time period in which to correct 
any problems and provide follow-up 
documentation of corrections for 
review. As needed, hospitals and survey 
vendors will be subject to follow-up site 
visits or conference calls. If CMS 
determines that a hospital is not 
compliant with HCAHPS program 
requirements, CMS may determine that 
the hospital is not submitting HCAHPS 
data that meet the requirements of the 
RHQDAPU program. 

We continue to strongly recommend 
that each new hospital participate in an 
HCAHPS dry run, if feasible, prior to 
beginning to collect HCAHPS data on an 
ongoing basis to meet RHQDAPU 
program requirements. New hospitals 
can conduct a dry run in the last month 
of a calendar quarter. The dry run will 
give newly participating hospitals the 
opportunity to gain first-hand 

experience collecting and transmitting 
HCAHPS data without the public 
reporting of results. Using the official 
survey instrument and the approved 
modes of administration and data 
collection protocols, hospitals/survey 
vendors will collect HCAHPS dry-run 
data and submit the data to My 
QualityNet, the secure portion of 
QualityNet. 

We again encouraged hospitals to 
regularly check the HCAHPS Web site at 
http://www.hcahpsonline.org for 
program updates and information. 

Comment: Commenters expressed 
support for the use of the HCAHPS 
survey, but they suggested the 
development of additional survey 
domains. 

Response: We thank the commenters 
for their input and will take their 
suggestions into consideration in 
developing future rulemaking. 

After consideration of the public 
comments we received, we are adopting 
as final our proposed HCAHPS 
requirements for the FY 2012, FY 2013 
and FY 2014 payment determinations. 

b. Additional RHQDAPU Program 
Procedural Requirements for the FY 
2012, FY 2013 and FY 2014 Payment 
Determinations 

(1) Chart-Abstracted Measures for 
Which Data Are Submitted Directly to 
CMS (via QualityNet) 

Hospitals must begin submitting 
RHQDAPU program data starting with 
the first day of the quarter following the 
date when the hospital registers to 
participate in the program. For purposes 
of meeting this requirement, we 
interpret the registration date to be the 
date that the hospital submits a 
completed Notice of Participation form. 
As proposed previously in this section, 
hospitals must also register with 
QualityNet and identify a QualityNet 
Administrator who follows the 
QualityNet registration process before 
submitting RHQDAPU program data. 

Hospitals must continuously collect 
and report data to CMS (via QualityNet) 
for each of the quality measures under 
the topic areas that require chart 
abstraction (and are not registry-based 
topic areas). For the FY 2012 and FY 
2013 payment determinations, the 
proposed topic areas are AMI, HF, PN, 
and SCIP. For the FY 2014 payment 
determination, the proposed topic areas 
are AMI, HF, PN, SCIP, Emergency 
Department Throughput (EDT), and 
Global Immunization (GIM). 

For FY 2012, we proposed that 
hospitals must submit data for five 
calendar year discharge quarters as 
follows: 4Q CY 2009, 1Q CY 2010 (AMI, 
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HF and PN only), 2Q CY 2010, 3Q CY 
2010 and 4Q CY 2010. For the FY 2013 
payment determination, we proposed 
that hospitals must submit data for four 
consecutive calendar year discharge 
quarters as follows: 1Q CY 2011, 2Q CY 
2011, 3Q CY 2011 and 4Q CY 2011. For 
the FY 2014 payment determination, 
hospitals must submit data for four 
consecutive calendar year discharge 
quarters as follows: 1Q CY 2012, 2Q CY 
2012, 3Q CY 2012 and 4Q CY 2012. 
Hospitals must report these data by each 
quarterly deadline. 

We did not receive any public 
comments related to this proposal. We 
are adopting as final our proposal 
related to chart-abstracted measures for 
which data is submitted directly to CMS 
(via QualityNet). 

Hospitals must submit the data to the 
QIO Clinical Warehouse using the CMS 
Abstraction & Reporting Tool (CART), 
The Joint Commission ORYX® Core 
Measures Performance Measurement 
System, or another third-party vendor 
tool that meets the measurement 
specification requirements for data 
transmission to QualityNet. All 
submissions will be executed through 
My QualityNet, the secure part of the 
QualityNet Web site. Because the 
information in the QIO Clinical 
Warehouse is considered QIO 
information, it is subject to the stringent 
QIO confidentiality regulations in 42 
CFR part 480. The QIO Clinical 
Warehouse will submit the data to CMS 
on behalf of the hospitals. 

Hospitals must submit complete data 
for each quality measure that requires 
chart abstraction in accordance with the 
joint CMS/The Joint Commission 
sampling requirements located on the 
QualityNet Web site. These 
requirements specify that hospitals must 
submit a random sample or complete 
population of cases for each of the 
topics covered by the quality measures. 
Hospitals must meet the sampling 
requirements for these quality measures 
for discharges in each quarter. 

For the FY 2012 payment 
determination, we proposed that 
hospitals must submit population and 
sampling data for three consecutive 
calendar year discharge quarters as 
follows: 2Q CY 2010, 3Q CY 2010 and 
4Q CY 2010. 

For the FY 2013 payment 
determination, we proposed that 
hospitals must submit population and 
sampling data for four consecutive 
calendar year discharge quarters as 
follows: 1Q CY 2011, 2Q CY 2011, 3Q 
CY 2011 and 4Q CY 2011. 

For the FY 2014 payment 
determination, we proposed that 
hospitals must submit population and 

sampling data for four consecutive 
calendar year discharge quarters as 
follows: 1Q CY 2012, 2Q CY 2012, 3Q 
CY 2012 and 4Q CY 2012. 

We did not receive any public 
comments related to these proposals. 
We are adopting these proposals as 
final. 

Hospitals must submit to CMS on a 
quarterly basis aggregate population and 
sample size counts for Medicare and 
non-Medicare discharges for the topic 
areas for which chart-abstracted data 
must be submitted (currently AMI, HF, 
PN, and SCIP). For clarification, we 
proposed that hospitals are required to 
submit a numeric representation of their 
aggregate population and sample size 
count for each topic area even if the 
hospital has not treated patients in a 
specific topic area. For example, if a 
hospital has not treated AMI patients, 
the hospital is still required to submit a 
zero for its quarterly aggregate 
population and sample count for that 
topic in order to meet the requirement. 

In order to reduce the burden on 
hospitals that treat a low number of 
patients in an RHQDAPU program topic 
area, a hospital that has five or fewer 
discharges (Medicare and non-Medicare 
combined) in a topic area during a 
quarter in which data must be submitted 
is not required to submit patient-level 
data for that topic area for the quarter. 
The hospital must still submit its 
aggregate population and sample size 
counts for Medicare and non-Medicare 
discharges for the topic areas each 
quarter. We also noted that hospitals 
meeting the five or fewer patient 
discharge exception may voluntarily 
submit these data. 

The quarterly data submission 
deadline for hospitals to submit patient 
level data for the proposed measures 
that require chart abstraction is 41⁄2 
months following the last discharge date 
in the calendar quarter. CMS will post 
the quarterly submission deadline 
schedule on the QualityNet Web site 
(http://www.QualityNet.org). Chart- 
abstracted measures have not been 
added for the FY 2012 payment 
determination. The collection of new 
chart-abstracted measures proposed for 
the FY 2013 payment determination 
would begin with the 1st calendar 
quarter 2011 discharges, for which the 
submission deadline would be August 
15, 2011. The collection of new chart- 
abstracted measures proposed for the FY 
2014 payment determination would 
begin with the 1st calendar quarter 2012 
discharges, for which the submission 
deadline would be August 15, 2012. 
Hospitals must comply with the 
discharge quarter submission deadlines 
in any fiscal year for each quarter for 

which data submission is required 
(Quarter 1—August 15th; Quarter 2— 
November 15th; Quarter 3—February 
15th; Quarter 4—May 15th). 

The data submission deadline for 
hospitals to submit aggregate population 
and sample size count data for the 
measures requiring chart abstraction is 
four months following the last discharge 
date in the calendar quarter. This 
requirement allows CMS to advise 
hospitals regarding their submission 
status in enough time for them to make 
appropriate revisions before the data 
submission deadline. We will post the 
aggregate population and sample size 
count data submission deadlines on the 
QualityNet Web site (http:// 
www.QualityNet.org). 

CMS strongly recommends that 
hospitals review the QIO Clinical 
Warehouse Feedback Reports and the 
RHQDAPU Program Provider 
Participation Reports that are available 
after patient level data are submitted to 
the QIO Clinical Warehouse. CMS 
generally updates these reports on a 
daily basis to provide accurate 
information to hospitals about their 
submissions. These reports enable 
hospitals to ensure that their data were 
submitted on time and accepted into the 
QIO Clinical Warehouse. 

We did not receive any public 
comments related to this proposal. We 
are adopting as final our proposal 
related to the submission of aggregate 
population and sampling data for AMI, 
HF, PN, and SCIP topics. 

(2) Data Submission Requirements for 
HCAHPS 

Hospitals must continuously collect 
and submit HCAHPS data in accordance 
with the current HCAHPS Quality 
Assurance Guidelines, which can be 
found on the HCAHPS Web site, 
http://www.hcahpsonline.org. If a 
hospital has zero HCAHPS-eligible 
discharges, the hospital must submit 
this information through the QIO 
Clinical Warehouse. The QIO Clinical 
Warehouse will accept zero HCAHPS- 
eligible discharges. Hospitals with zero 
HCAHPS-eligible discharges must 
submit their total number of HCAHPS- 
eligible cases to the QIO Clinical 
Warehouse for that month as part of 
their quarterly HCAHPS data 
submission. 

In order to reduce the burden on 
hospitals that treat a low number of 
patients that would be otherwise 
covered by the HCAHPS submission 
requirements, a hospital that has five or 
fewer HCAHPS-eligible discharges 
during a month is not required to 
submit HCAHPS surveys for that month. 
However, hospitals that meet this 
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exception may voluntarily submit this 
data. Hospitals with five or fewer 
HCAHPS-eligible discharges must 
submit their total number of HCAHPS- 
eligible cases to the QIO Clinical 
Warehouse for that month as part of 
their quarterly HCAHPS data 
submission. 

We did not receive any public 
comments related to this proposal. We 
are adopting as final our proposal 
related to data submission requirements 
for HCAHPS. 

(3) Procedures for Claims-Based 
Measures 

Hospitals are encouraged to regularly 
check the QualityNet Web site, http:// 

www.QualityNet.org, for program 
updates and information. 

• The following RHQDAPU program 
claims-based measures would be 
calculated using Medicare claims: 
BILLING CODE 4120–01–P 

BILLING CODE 4120–01–C 

For the claims-based RHQDAPU 
program measures listed above, 
hospitals are not required to submit the 

data to the QIO Clinical Warehouse. We 
use the existing Medicare fee-for-service 
claims to calculate the measures. For the 
FY 2012 payment determination, we 

would use up to 3 years of discharges 
prior to January 1, 2011 (as appropriate 
for the measure), to calculate the 30-day 
mortality and 30-day readmission 
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measures AHRQ PSI, IQI and Composite 
measures (including the AHRQ PSI and 
Nursing Sensitive Care measure, Death 
among surgical inpatients with serious, 
treatable complications), and the 
proposed new HAC Measures. For the 
FY 2013 and FY 2014 payment 
determinations, we would use up to 3 
years of discharges (as appropriate for 
the measure) prior to January 1, 2012, 
and January 1, 2013, respectively. 
Hospitals are required to appropriately 
report the POA indicator in conjunction 
with ICD–9–CM coding to determine the 
presence of HACs so that the proposed 
HAC measures can be calculated for the 
RHQDAPU program using Medicare 
claims. 

We did not receive any public 
comments on this proposal. We are 
finalizing our proposal to use up to 3 
years of discharges (based on Medicare 
claims) to calculate the claims-based 
measures as appropriate. For the FY 
2012 payment determination, we would 
use up to 3 years of discharges prior to 
January 1, 2011 as appropriate for the 
measure. For the FY 2013 and FY 2014 
payment determinations, we would use 
up to 3 years of discharges as 
appropriate for the measure prior to 
January 1, 2012, and January 1, 2013, 
respectively. In addition, hospitals are 
required to appropriately report the 
POA indicator in conjunction with ICD– 
9–CM coding to determine the presence 
of HACs so that the proposed HAC 

measures can be calculated for the 
RHQDAPU program using Medicare 
claims. 

(4) Data Submission Requirements for 
Structural Measures 

• We proposed that for the FY 2012 
payment determination, hospitals 
submit the required registry 
participation information once for the 
structural measures via a Web-based 
collection tool between July 1, 2011– 
August 15, 2011 with respect to the time 
period of July 1, 2010 through December 
31, 2010. 

Below is the list of structural 
measures we proposed to adopt for the 
FY 2012 payment determination: 

Topic FY 2012 Payment determination: Proposed structural measures 

Cardiac Surgery .............................. • Participation in a Systematic Database for Cardiac Surgery. 
Stroke Care ..................................... • Participation in a Systematic Clinical Database Registry for Stroke Care. 
Nursing Sensitive Care ................... • Participation in a Systematic Clinical Database Registry for Nursing Sensitive Care. 

We did not receive any public 
comments related to this proposal. We 
are adopting as final our proposal 
related to data submission requirements 
for structural measures. 

(5) Data Submission of All-Patient 
Volume Data for Selected DRGs Related 
to RHQDAPU Program Measures 

For submission of the all-patient 
volume data for selected DRGs, we 
proposed that hospitals submit patient 
level information needed for CMS to 
apply the MS–DRG GROUPER software 
to calculate the all-patient MS–DRG 
volumes, the data elements for which 
would be defined in the Hospital 
Measure Specification Manual. 
Hospitals would begin submitting this 
data quarterly via QualityNet beginning 
with January 1, 2011 discharges. 

We invited comment on an alternative 
that hospitals submit hospital-level all- 
patient volume data based upon specific 
ICD–9–CM codes that are related to the 
proposed MS–DRGs (rather than the 
patient-level data) necessary for CMS to 
calculate the MS–DRGs. Hospitals 
would begin submitting this data 
quarterly via QualityNet beginning with 
January 1, 2011 discharges. 

As we stated in our responses to 
comments on all-patient volume in 
section IV.A.3.b.(3) of this final rule, we 
are not finalizing the collection of all- 
patient volume data for selected MS– 
DRGs; therefore, we are not adopting the 
data submission requirements for all- 
patient volume data for selected MS– 
DRGs. 

(6) Data Submission and Reporting 
Requirements for HAI Measures 
Reported via NHSN 

We proposed that hospitals 
participating in the RHQDAPU program 
submit the data elements needed to 
calculate the Central Line Associated 
Blood Stream Infection and Surgical 
Site Infection measures to the NHSN 
using the standard procedures that have 
been set forth by CDC for NHSN 
participation in general and for 
submission of these two measures to 
NHSN in particular. This would include 
NHSN participation forms and 
indications to CDC allowing CMS to 
access data for these two measures for 
RHQDAPU program purposes, 
adherence to training requirements, use 
of standard CDC measure specifications, 
data element definitions, data collection 
requirements and instructions, and data 
reporting timeframes. Detailed 
requirements for NHSN participation, 
measure specifications, and data 
collection can be found at http:// 
www.cdc.gov/nhsn/. Hospitals must use 
the current specifications and data 
collection tools available on the CDC 
Web site to submit data for the Central 
Line Associated Bloodstream Infection 
and Surgical Site Infection measures. 
We proposed that hospitals would 
submit data for these two measures to 
CDC’s NHSN on a monthly basis for 
discharges occurring on or after January 
1, 2011. 

For the FY 2013 payment 
determination, we proposed that 
hospitals must submit HAI data via the 
NHSN for four consecutive calendar 

year discharge quarters as follows: 1Q 
CY 2011, 2Q CY 2011, 3Q CY 2011 and 
4Q CY 2011. 

For the FY 2014 payment 
determination, hospitals must submit 
HAI data for four consecutive calendar 
year discharge quarters as follows: 1Q 
CY 2012, 2Q CY 2012, 3Q CY 2012 and 
4Q CY 2012. 

We proposed that once quarterly each 
hospital would utilize an automated 
report function that will be made 
available to submitters in the NHSN, to 
generate a quarterly report containing 
hospital-level numerator, denominator, 
and exclusion counts for these two CDC 
measures specifically for the RHQDAPU 
program. The CDC will create this 
automated RHQDAPU report function 
and add it to NHSN’s reporting 
functionalities in the next few months. 
While hospitals may be reporting other 
data elements to CDC for other reporting 
programs (that is, State mandated 
surveillance programs), the quarterly 
RHQDAPU report that would be 
generated within NHSN would only 
contain those data elements needed to 
calculate the two measures currently 
being proposed for the RHQDAPU 
program. We will access the reports in 
the NHSN and will compile the reports 
for RHQDAPU program and public 
reporting purposes. 

We invited comment on the proposed 
mechanism for submitting data for the 
Central Line Associated Blood Stream 
Infection measure and the Surgical Site 
Infection measure for the RHQDAPU 
program beginning with the FY 2012 
payment determination. 
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We previously discussed public 
comments on these data submission and 
reporting requirements for HAI 
measures reported via NHSN in section 
IV.A.3.(c)(3) of this final rule. We are 
adopting the CLABSI HAI measure for 
the FY 2013 payment determination and 
the SSI HAI measure for the FY 2014 
payment determination. We are also 
finalizing the quarterly NHSN 
submission requirement. Requirements 

for NHSN participation, measure 
specifications, and data collection can 
be found at http://www.cdc.gov/nhsn/. 
Hospitals are encouraged to visit this 
Web site in order to enroll, and obtain 
the NHSN enrollment and reporting 
requirements. Training resources are 
also available there. 

The collection of the CLABSI measure 
via the NHSN will begin with January 
1, 2011 discharges, and the collection of 

the SSI measure will begin with January 
1, 2012 discharges. The data collection 
and submission timeframes for the 
CLABSI measure for the FY 2012 
payment determination are shown 
below. Hospitals must submit their 
quarterly data to NHSN for RHQDAPU 
purposes on or around the dates shown 
in the table below (updates to this will 
be posted on the QualityNet Web site). 

SUBMISSION TIMEFRAMES FOR CLABSI MEASURE FOR THE FY 2012 PAYMENT DETERMINATION 

CY 2011 Discharge dates CDC–NHSN collection and quarterly report 
generation time frame 

Final submission deadline for RHQDAPU FY 
2012 payment determination 

Q1 (Jan–Mar 2011) ............................................ April 30–August 15th ........................................ August 15, 2011. 
Q2 (Apr–Jun 2011) ............................................ July 30–November 15th ................................... November 15, 2011. 
Q3 (Jul–Sep 2011) ............................................. September 30–Feb 15th .................................. February 15, 2012. 
Q4 (Oct–Dec 2011) ............................................ October 30th–May 15th ................................... May 15, 2012. 

Hospitals have until the RHQDAPU 
final submission deadline to submit 
their quarterly data to NHSN. After the 
final RHQDAPU submission deadline 
has occurred for each CY 2011 quarter, 
CMS will obtain the hospital-specific 
calculations that have been generated by 
the NHSN for the RHQDAPU program. 
Further details regarding data 
submission and reporting requirements 
for HAI measures specified for the 
RHQDAPU program to be reported via 
NHSN will be posted on CMS’ 
QualityNet Web site in the fall of 2010. 

(7) Data Submission Requirements for 
Registry-Based Measures 

We proposed that hospitals 
participating in RHQDAPU would be 
required to choose at least one of four 
registry based measure topics (ICD 
Complications, Stroke, Nursing 
Sensitive Care, or Cardiac Surgery), and 
would submit the data needed to 
calculate the measures included in the 
chosen registry-based topic to a 
qualified registry in order to meet the 
requirements to receive the full FY 2013 
annual payment update. 

We proposed that hospitals then 
would arrange to have the qualified 
registry calculate the measures and 
submit to the QIO Clinical Warehouse 
the results, as well as the numerator, 
denominator, and exclusions. Any 
arrangement reached between the 
hospital and the qualified registry must 
comply with the HIPAA. The qualified 
registry would also submit registry- 
derived hospital-level measure 
calculations to the QIO Clinical 
Warehouse using a CMS-specified 
record layout and file format that we 
will make available. 

Our program and its data system must 
maintain compliance with the HIPAA 

requirements for requesting, processing, 
storing, and transmitting data. For the 
FY 2013 RHQDAPU payment 
determination, hospitals would need to 
submit data for the proposed registry- 
based measures to the qualified registry 
in the form and manner and by the 
deadline(s) specified by the registry. 

CMS proposed to begin qualifying 
registries for the four proposed registry- 
based topics so that hospitals may begin 
submitting data for discharges beginning 
January 1, 2011. Proposed registry 
qualification criteria were discussed in 
a section IV.A.13. of the FY 2011 IPPS/ 
LTCH PPS proposed rule. We proposed 
to post on the RHQDAPU program 
section of the QualityNet Web site 
http://www.qualitynet.org a list of 
qualified registries for the FY 2013 
RHQDAPU payment determination, 
including the registry name, contact 
information, and the measure(s) that the 
registry has been qualified to collect and 
report for the RHQDAPU program. 

We anticipated posting the list of 
qualified FY 2011 registries as soon as 
we have completed vetting the registries 
interested in participating in the FY 
2013 RHQDAPU program payment 
determination and identified the 
qualified registries for the FY 2013 
RHQDAPU program payment 
determination, which we anticipated 
would be completed by December 31, 
2010. 

(A) Hospitals That Choose To Report the 
ICD Complications Measure 

We proposed that if the hospital 
chooses the ICD Complications measure, 
it would submit specified data elements 
for specified populations to the 
qualified ICD registry, and that CMS 
intended to establish criteria and begin 
qualifying registries for this topic so that 

hospitals can begin submitting data for 
discharges beginning January 1, 2011. 
We proposed that the hospital would 
follow the standard participation and 
reporting procedures set by the registry 
regarding the submission of data 
elements for the particular measures 
CMS has specified for the topic. These 
data elements and population 
definitions will be listed in the 
Specifications Manual. 

Hospitals must allow the qualified 
registry it is using to report the patient- 
level data to CMS in order to calculate 
the ICD complications measure. 

(B) Hospitals That Choose To Report 
Either the Stroke, Nursing Sensitive 
Care, or Cardiac Surgery Measures 

If a hospital chooses the Stroke, 
Nursing Sensitive Care, or Cardiac 
Surgery measure topics, we proposed 
that it would submit data on the 
measures listed for these topics to a 
qualified registry for the topic and that 
we intend to establish criteria and begin 
qualifying registries for these topics so 
that hospitals can begin submitting data 
for discharges beginning January 1, 
2011. The hospital would follow the 
standard participation and reporting 
procedures set by the registry regarding 
the submission of data elements for the 
particular measures CMS has specified 
for the topic. In addition, the hospital 
would agree to allow the registry to send 
calculations of the measures, numerator, 
denominator and exclusion counts to 
CMS for the RHQDAPU program. 

As we stated previously in section 
IV.A.3.(c) of this final rule, we are not 
finalizing the proposed registry-based 
measure topics. Therefore, we are not 
finalizing these proposed data 
submission requirements or the registry 
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qualification process discussed in 
section IV.A.13. of this final rule. 

6. RHQDAPU Program Disaster 
Extensions and Waivers 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24176), we 
solicited public comment about rules 
we could adopt that would enable 
hospitals to request either an extension 
or a waiver of various RHQDAPU 
program requirements in the event of a 
disaster (such as a hurricane that 
damages or destroys the hospital). 

Specifically, we solicited public 
comment on the following issues: 

• Recommendations for rules that we 
could follow when considering whether 
to grant an extension or waiver of 
RHQDAPU program requirements in the 
event of a disaster, including suggested 
criteria that we should take into account 
(for example, specific hospital 
infrastructure damage, hospital closure 
time period, degree of destruction of 
medical records, impact on data 
vendors, and long-term evacuation of 
discharged patients impacting HCAHPS 
survey participation). 

• The role that QIOs and QIO support 
contractors should play in the event of 
a disaster, including communicating 
with affected hospitals, communicating 
with State hospital associations, and 
collecting information directly from 
hospitals. 

• How CMS extension or waiver 
decisions should be communicated to 
affected hospitals. 

• Any other issues commenters deem 
relevant to a hospital’s request for an 
extension or waiver of RHQDAPU 
program requirements in the event of a 
disaster. 

We responded to public comments in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43881). We recognized 
that there were times when hospitals are 
unable to submit quality data due to 
extraordinary circumstances that are not 
within their control. It is our goal to not 
penalize hospitals for such 
circumstances and we do not want to 
unduly increase their burden during 
these times. 

Therefore, we proposed a process for 
hospitals to request and for CMS to 
grant extensions or waivers with respect 
to the reporting of required quality data 
when there are extraordinary 
circumstances beyond the control of the 
hospital. Under the proposed process, in 
the event of extraordinary 
circumstances not within the control of 
the hospital, for the hospital to receive 
consideration for an extension or waiver 
of the requirement to submit quality 
data for one or more quarters, a hospital 
must submit to the QIO in the hospital’s 

State a request form that will be made 
available on the QualityNet Web site. 
The following information should be 
noted on the form: 

• Hospital CCN; 
• Hospital Name; 
• CEO and any other designated 

personnel contact information, 
including name, e-mail address, 
telephone number, and mailing address 
(must include a physical address, a post 
office box address is not acceptable); 

• Hospital’s reason for requesting an 
extension or waiver; 

• Evidence of the impact of the 
extraordinary circumstances, including 
but not limited to photographs, 
newspaper and other media articles; and 

• A date when the hospital will again 
be able to submit RHQDAPU data, and 
a justification for the proposed date. 

The request form must be signed by 
the hospital’s CEO. A request form must 
be submitted within 45 days of the date 
that the extraordinary circumstance 
occurred. The QIO in the hospital’s state 
will forward the request form to CMS. 
Following receipt of the request form, 
CMS will: (1) Provide a written 
acknowledgement using the contact 
information provided in the request, to 
the CEO and any additional designated 
hospital personnel, notifying them that 
the hospital’s request has been received; 
and (2) provide a formal response to the 
CEO and any additional designated 
hospital personnel using the contact 
information provided in the request 
notifying them of our decision. 

This proposal does not preclude CMS 
from granting waivers or extensions to 
hospitals that have not requested them 
when we determine that an 
extraordinary circumstance, such as an 
act of nature (for example, hurricane), 
affects an entire region or locale. If CMS 
makes the determination to grant a 
waiver or extension to hospitals in a 
region or locale, CMS will communicate 
this decision through routine 
communication channels to hospitals, 
vendors and QIOs, including but not 
limited to issuing memos, e-mails and 
notices on the QualityNet Web site. We 
invited public comment on this 
proposal. 

Comment: A few commenters 
supported this proposal. 

Response: We thank the commenters 
for their support of this proposal. 

After consideration of the public 
comments we received, we are adopting 
as final our proposal related to 
RHQDAPU program disaster extensions 
and waivers. 

7. Chart Validation Requirements for 
Chart-Abstracted Measures 

a. Chart Validation Requirements and 
Methods for the FY 2012 Payment 
Determination 

For the FY 2012 payment 
determination, we will use the chart 
validation requirements and methods 
that we adopted for FY 2012 in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43884 through 43889). These 
requirements, as well as additional 
information on these requirements, will 
be posted on the QualityNet Web site 
after we issue the FY 2011 IPPS/LTCH 
PPS final rule. 

Specifically, we will: 
• Randomly select on an annual basis 

800 participating hospitals that 
submitted chart-abstracted data for at 
least 100 discharges combined in the 
measure topics to be validated. To 
determine whether a hospital meets this 
‘‘100-case threshold,’’ we will look to the 
discharge data submitted by the hospital 
during the calendar year three years 
prior to the fiscal year of the relevant 
payment determination. For example, if 
the 100-case threshold applied for the 
FY 2011 payment determination (which 
it will not), the applicable measure 
topics would be AMI, HF, PN, and SCIP, 
and we would choose 800 hospitals that 
submitted discharge data for at least 100 
cases combined in these topics during 
calendar year 2008. If a hospital did not 
submit discharge data for at least 100 
cases in these topics during CY 2008, 
we would not select the hospital for 
validation. We will announce the topic 
areas that apply for the FY 2012 
payment determination at a later date, 
and we plan to select the first 800 
hospitals in July 2010. We will select 
hospitals for the FY 2012 validation if 
they meet the 100-case threshold during 
CY 2009. We adopted this 100-case 
threshold because we believe that it 
strikes the appropriate balance between 
ensuring that the selected hospitals have 
a large enough patient population to be 
able to submit sufficient data to allow us 
to complete an accurate validation, 
while not requiring validation for 
hospitals with a low number of 
submitted quarterly cases and relatively 
unreliable measure estimates. Based on 
previously submitted data, we estimate 
that 98 percent of participating 
RHQDAPU program hospitals will meet 
this threshold and, thus, be eligible for 
validation. As noted below, we solicited 
comments and suggestions on how we 
might be able to target the remaining 2 
percent of hospitals for validation. 

• Validate for each of the 800 
hospitals a randomly selected stratified 
sample for each quarter of the validation 
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period. Each quarterly sample will 
include 12 cases, with at least one but 
no more than three cases per topic for 
which chart-abstracted data was 
submitted by the hospital. However, we 
recognize that some selected hospitals 
might not have enough cases in all of 
the applicable topics to submit data (for 
example, if they have 5 or fewer 
discharges in a topic area in a quarter). 
For those hospitals, we will validate 
measures in only those topic areas for 
which they have submitted data. For the 
FY 2012 payment determination, we 
will validate 1st calendar quarter 2010 
through 3rd calendar quarter 2010 
discharge data. We will validate 3 
quarters of data for FY 2012 in order to 
provide hospitals with enough time to 
assess their medical record 
documentation and abstraction 
practices, and to take necessary 
corrective actions to improve these 
practices, before documenting their 1st 
calendar quarter 2010 discharges into 
medical records that may be sampled as 
part of this proposed validation process. 

The CDAC contractor will, each 
quarter that applies to the validation, 
ask each of the 800 selected hospitals to 
submit 12 randomly selected medical 
charts from which data was abstracted 
and submitted by the hospital to the 
QIO Clinical Warehouse. We noted that, 
under our current requirements, 
hospitals must begin submitting 
RHQDAPU program data starting with 
the first day of the quarter following the 
date when the hospital registers to 
participate in the program. For purposes 
of meeting this requirement, we 
interpret the registration date to be the 
date that the hospital submits a 
completed Notice of Participation form. 
As proposed previously in section 
IV.A.5.a. of the proposed rule, hospitals 
must also register with QualityNet and 
identify a QualityNet Administrator 
who follows the QualityNet registration 
process before submitting RHQDAPU 
program data. 

In addition, we will continue the 
following timeline with respect to 
CDAC contractor requests for paper 
medical records for the purpose of 
validating RHQDAPU program data. 
Beginning with CDAC contractor 
requests for second calendar quarter 
2009 paper medical records, the CDAC 
contractor will request paper copies of 
the randomly selected medical charts 
from each hospital via certified mail (or 
other trackable method that requires a 
hospital representative to sign for the 
letter), and the hospital will have 45 
days from the date of the request (as 
documented on the request letter) to 
submit the requested records to the 
CDAC contractor. If the hospital does 

not comply within 30 days, the CDAC 
contractor will send a second certified 
letter to the hospital, reminding the 
hospital that it must return paper copies 
of the requested medical records within 
45 calendar days following the date of 
the initial CDAC contractor medical 
record request. If the hospital still does 
not comply, then the CDAC contractor 
will assign a ‘‘zero’’ score to each 
measure in each missing record. The 
letter from the CDAC contractor is 
addressed to the hospital’s medical 
record staff identified by the hospital to 
their state Quality Improvement 
Organization (QIO). CMS recommends 
that hospitals routinely check with their 
State QIO to ensure the correct person 
is listed to receive the record request. If 
CMS has evidence from the CDAC 
contractor that the hospital received 
both letters requesting medical records 
(as determined by the tracking system 
used by CDAC contractor), the hospital 
is responsible for not returning their 
charts and will not be able to submit 
charts as part of their reconsideration 
request. 

Under the validation methodology, 
once the CDAC contractor receives the 
charts, it will re-abstract the same data 
submitted by the hospitals and calculate 
the percentage of matching RHQDAPU 
program measure numerators and 
denominators for each measure within 
each chart submitted by the hospital. 
Specifically, we will estimate the 
accuracy by calculating a match rate 
percent agreement for all of the 
variables submitted in all of the charts. 
For any selected record, a measure’s 
numerator and denominator can have 
two possible states, included or 
excluded, depending on whether the 
hospital accurately included the cases 
in the measure numerator(s) and 
denominator(s). We will count each 
measure in a selected record as a match 
if the hospital submitted measure 
numerator and denominator sets match 
the measure numerator and 
denominator states independently 
abstracted by our contractor. For 
example, one heart failure case from 
which data has been abstracted for four 
RHQDAPU program chart-abstracted 
measures (that is, HF–1, HF–2, HF–3, 
and HF–4) would receive a 75 percent 
match if three out of four of the 
hospital-reported heart failure measure 
numerator and denominator states 
matched the re-abstracted numerator 
and denominator states. This proposed 
scoring approach is the same as 
recommended in the CMS Hospital 
Value-Based Purchasing Report to 
Congress, and is illustrated in further 
detail using an example in pages 83–84 

of the report which can be found on our 
Web site at: http://www.cms.hhs.gov/
AcuteInpatientPPS/downloads/ 
HospitalVBPPl
anRTCFINALSUBMITTED2007.pdf. We 
believe that this approach is 
appropriate, and it was supported by 
many commenters when we requested 
comment in the FY 2009 and FY 2010 
IPPS final rules for input about the 
RHQDAPU program validation process 
(73 FR 48622 and 48623, 74 FR 43886 
and 43887). 

Under the validation methodology, 
we will: 

• Use, as we currently do, each 
selected case as a cluster comprising 
one or multiple measures utilized in a 
validation score estimate. Each selected 
case will have multiple measures 
included in the validation score (for 
example, for the FY 2011 payment 
determination, a heart failure record 
will include 4 heart failure measures). 
Specifically, we will continue using the 
design-specific estimate of the variance 
for the confidence interval calculation, 
which, in this case, is a stratified single 
stage cluster sample, with unequal 
cluster sizes. (For reference, see 
Cochran, William G.: Sampling 
Techniques, John Wiley & Sons, New 
York, chapter 3, section 3.12 (1977); and 
Kish, Leslie.: Survey Sampling, John 
Wiley & Sons, New York, chapter 3, 
section 3.3 (1964).) Each quarter and 
clinical topic is treated as a stratum for 
variance estimation purposes. 

We believe that the clustering 
approach is a statistically appropriate 
technique for calculating the annual 
validation confidence interval. Because 
we will not be validating all hospital 
records, we need to calculate a 
confidence interval that incorporates a 
potential sampling error. Our clustering 
approach incorporates the degree of 
correlation at the individual data record 
level, because our previous validation 
experience indicates that hospital data 
mismatch errors tend to be clustered in 
individual data records. We have used 
this clustering since the inception of the 
RHQDAPU program validation 
requirement to calculate variability 
estimates needed for calculating 
confidence intervals (70 FR 47423). 

• Use the upper bound of a one-tailed 
95 percent confidence interval to 
estimate the validation score; and 

• Require all RHQDAPU program 
participating hospitals selected for 
validation to attain at least a 75 percent 
validation score per quarter to pass the 
validation requirement. 

We believe that this modified 
validation methodology incorporates 
many of the principles supported by the 
vast majority of commenters in response 
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to our solicitation for public comments 
in the FY 2009 and FY 2010 IPPS 
proposed rule (73 FR 23658 through 
23659, 74 FR 43886 and 43887). 
Specifically, we believe that the 
increased annual sample size per 
hospital will provide more reliable 
estimates of validation accuracy. The 
sample size of 12 records per quarter 
would provide a total of 36 records 
across the three sampled quarters for the 
FY 2012 payment determination, and 48 
records in subsequent years. This 
estimate would improve the reliability 
of our validation estimate, as compared 
to the current RHQDAPU program 
annual validation sample of 20 cases per 
year. We also believe that modifying the 
validation score to reflect measure 
numerator and denominator accuracy 
will ensure that accurate data are posted 
on the Hospital Compare Web site. 

In addition, we believe that stratified 
quarterly samples by topic will improve 
the feedback provided to hospitals. CMS 
will provide validation feedback to 
hospitals about all sampled topics 
submitted by the hospitals each quarter. 
Because all relevant data elements 
submitted by the hospital must match 
the independently re-abstracted data 
elements to count as a match, we 
reduced the passing threshold from 80 
percent to 75 percent. We will use a 
one-tail confidence interval to calculate 
the validation score because we strongly 
believe that a one-tail test most 
appropriately reflects the pass or fail 
dichotomous nature of the statistical test 
regarding whether the confidence 
interval includes or is completely above 
the 75 percent passing validation score. 

We also will continue to allow 
hospitals that fail to meet the passing 
threshold for the quarterly validation an 
opportunity to appeal the validation 
results to their State QIO. QIOs are 
currently tasked by CMS to provide 
education and technical assistance 
about RHQDAPU program data 
abstraction and measures to hospitals, 
and the quarterly validation appeals 
process will provide hospitals with an 
opportunity to both appeal their 
quarterly results and receive education 
free of charge from their State QIO. This 
State QIO quarterly validation appeals 
process is independent of the proposed 
RHQDAPU program reconsideration 
procedures for hospital reconsideration 
requests involving validation for the FY 
2011 payment update adopted in this 
final rule. 

b. Supplements to the Chart Validation 
Process for the FY 2013 Payment 
Determination and Subsequent Years 

For FY 2013 and future years, we also 
proposed to adopt the same validation 

requirements that we adopted for the FY 
2012 payment determination, except as 
set forth below. For FY 2013 and future 
years, we proposed to modify our FY 
2012 criteria by adding a targeting 
criterion, refining our random sample 
approach, and changing our data 
discharge quarters validated as part of 
our proposed synchronization of 
RHQDAPU timelines. Specifically, we 
proposed the following changes for FY 
2013: 

We proposed to validate the data 
submitted by a hospital if the hospital 
failed the previous year’s RHQDAPU 
program validation. We proposed this 
targeting criterion to improve data 
accuracy for all hospitals failing our 
validation requirement in a previous 
year. We believe that this proposal is an 
appropriate method to ensure data 
accuracy, since it targets our resources 
on the hospitals with the least accurate 
data based on FY 2012 validation 
results. We also believe that these 
hospitals must correct the data 
inaccuracies identified in RHQDAPU 
validation for their internal quality 
improvement and RHQDAPU measures 
publicly reported on Hospital Compare. 
Our proposal allows CMS to assess the 
accuracy of these hospitals’ data and 
provide feedback to hospitals until they 
comply with our RHQDAPU validation 
requirement. 

Specifically, we proposed that all 
hospitals selected for validation for the 
FY 2012 payment determination and 
that fail the validation will be selected 
for validation for the FY 2013 payment 
determination. Based on data analysis of 
past validation results, we estimate that 
targeting these hospitals would add 
about 20 to 40 hospitals to our list of 
validated hospitals to be selected in the 
FY 2013 validation sample. 

For FY 2013, we also proposed the 
following changes to the FY 2012 
RHQDAPU validation random sample 
approach: 

Starting in FY 2013, we proposed to 
discontinue the 100 case minimum 
threshold for selection in the RHQDAPU 
800 hospital random sample. We believe 
that discontinuing this requirement 
would improve the robustness of the 
RHQDAPU program validation sample 
by including the smallest hospitals 
participating in the RHQDAPU program 
in the sample. All hospitals successfully 
submitting at least one RHQDAPU case 
for the third calendar quarter of the year 
two years prior to the year to which the 
validation applies would be eligible to 
be selected for validation. For example, 
for the FY 2013 payment determination, 
we would select the sample in early 
2011, and all hospitals that submitted at 
least one RHQDAPU case for third 

quarter 2010 discharges would be 
eligible to be selected. Starting in FY 
2013, we proposed this change to the 
RHQDAPU random validation sample, 
rather than including these hospitals in 
a targeted sample, to ensure that all 
RHQDAPU participating hospitals are 
equally likely to be selected in the 
random validation sample. 

For FY 2013, we proposed to modify 
the quarterly stratified sample selection 
by reallocating sample cases when a 
hospital has submitted fewer than three 
cases in a topic within a quarter. In 
these rare cases, we proposed to 
randomly reallocate the extra sample 
cases to other topics with more than 3 
submitted quarterly cases. This 
proposed modification is designed to 
ensure that CMS selects 12 cases for all 
hospitals in a quarter, including those 
hospitals specializing in only one topic. 
For example, an orthopedic specialty 
surgery hospital submitting only SCIP 
measure cases in a given quarter would 
have only SCIP measure cases randomly 
selected in the validation sample for 
that quarter. This would provide a more 
reliable estimate of abstraction and 
measure accuracy by maintaining the 
same 12 case total quarterly validation 
sample. 

For the FY 2013 payment 
determination, we also proposed to 
validate data from the 4th calendar 
quarter of 2010 through the 3rd calendar 
quarter of 2011 in accordance with our 
proposed synchronization of RHQDAPU 
data as outlined in section IV.A.5.a.(2) 
of the proposed rule (75 FR 23985 and 
23986). This lag between the time a 
hospital submits data and the time we 
can validate that data is necessary 
because data is not due to the QIO 
Clinical Warehouse until 41⁄2 months 
after the end of each quarter, and we 
need additional time to select hospitals 
and complete the validation process. 

Comment: One commenter was 
pleased that the proposed chart audit 
validation process takes into account all 
applicable chart-abstracted measures. 

Response: We appreciate the 
comment and agree that the proposed 
approach ensures validation of all 
submitted RHQDAPU chart-abstracted 
measures by sampled hospitals. 

Comment: One commenter 
recommended that all hospitals should 
be validated as opposed to a random 
sample to hold hospitals equally 
accountable. 

Response: We thank the commenter 
for the recommendation. We weighed 
burden to hospitals, reliability of 
hospital validation results in sample 
size, and cost to the taxpayers through 
validation expenses when proposing the 
random sample. The annual random 
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sampling approach ensures equal 
probability of selection for all hospitals 
submitting sufficient data each year. 
Our proposed targeting approach also 
ensures that all hospitals will be 
validation at least once every four years. 
This targeting approach will increase 
equity in accountability in the 
validation of all hospitals’ data over a 
four year period, while reducing burden 
to hospitals to copy and return 
validation records through random 
sampling. 

Comment: One commenter supported 
CMS’ proposal to implement the new 
validation process for FY 2012, as it 
minimizes burden for many hospitals 
and implements a more rigorous 
validation process compared to what is 
currently in place. 

Response: We appreciate and agree 
with the commenter. 

Comment: One commenter believed 
that CMS should understand specific, 
timely and frequent feedback from 
hospitals would prevent serial 
abstraction mistakes. The commenter 
gave an example of an abstractor who 
makes a mistake at the top of the 
algorithm and does not have any 
validation for 12–24 months. In this 
example, the commenter believed that 
serious validation mismatches could go 
unchecked for such long periods of time 
that a hospital could be put on the 
‘‘targeted list’’ for validation because of 
failing previous validations as CMS 
describes and that the potential for a 
longstanding mismatch is greater when 
a mistake is not corrected through the 
quarterly educational comments specific 
to each facility. The commenter did not 
agree with CMS that providing 
validation feedback to a group of 
hospitals that did not get validated will 
correct abstraction errors for all. 

Response: We appreciate the 
comment, but believe that the process 
we are finalizing starting in FY 2012 
will improve the reliability of 
RHQDAPU annual and quarterly 
validation scores through the increased 
sample size from 5 records per quarter 
to 12 records per quarter. In addition, 
sample stratification of measure topics 
will ensure that CMS validates all chart- 
abstracted measures, thereby providing 
a more valid estimate of a hospital’s 
overall abstraction accuracy for chart- 
abstracted RHQDAPU data. 

We believe that the improved 
precision and reliability of our random 
and targeted validation proposed 
approaches outweigh the benefit of 
providing hospital-specific feedback to 
all hospitals. Hospitals have generally 
improved in their RHQDAPU 
abstraction accuracy since the program’s 
inception, thereby lessening the need 

for regular quarterly hospital-specific 
feedback to all hospitals. In past several 
years, the vast majority of hospitals have 
submitted accurate data, as evidenced 
by 99.5 percent average percentage of 
hospitals passing our annual RHQDAPU 
validation requirement. 

Comment: A commenter stated that 
the timeline for turn-in of medical 
charts of 45 days is fair and appreciated 
that a certified letter follows-up when 
records have not been received in 30 
days by the CDAC. However, the 
commenter would like the opportunity 
to address when CDAC abstractions 
have missed key documentation that 
changes an answer. For example, the 
commenter had several cases where 
evidence of passing a measure on 
smoking cessation or CHF discharge 
instructions were in the chart, but the 
CDAC missed it. 

Response: The CDAC reabstraction 
process is an independent reabstraction 
of the hospital’s official medical record 
documentation. Additionally, hospitals 
may appeal quarterly scores below the 
passing threshold to their State QIO for 
an independent review. Hospitals that 
do not pass our annual RHQDAPU 
program validation requirement are 
eligible to appeal validation 
mismatched data elements reabstracted 
by CDAC for CMS reconsideration. 

Comment: A commenter believed that 
CMS should be accountable regarding 
their CDAC abstractors and should 
require attestation by the CDAC 
abstractors that they received 
appropriate training on the 
Specifications Manual and its proper 
interpretation. 

Response: Our abstractors receive 
extensive training from CDAC 
management and assisted by our 
contractors responsible for RHQDAPU 
measure maintenance and abstraction 
education to our QIOs. Additionally, we 
require our CDAC abstractors to pass 
inter-rater reliability tests relative to 
CDAC expert adjudicators. Historically, 
CDAC abstractor inter-rater reliability 
rates have averaged greater than 95 
percent. We recognize that CDAC 
abstractors are not 100 percent accurate 
in their reabstraction, and the CDAC 
adjudicates all potential mismatches. 
Additionally, hospitals are eligible to 
appeal quarterly scores below the 
passing threshold to their state QIO for 
an independent review. Hospitals that 
do not pass our annual RHQDAPU 
validation requirement are eligible to 
appeal validation mismatched data 
elements reabstracted by CDAC for CMS 
reconsideration. Collectively, we believe 
that the CDAC abstraction process is 
accurate, but do provide multiple 
independent methods of appeal for 

hospitals that believe their abstraction is 
correct as compared to the CDAC 
reabstraction. 

Comment: One commenter opposed 
modifying the quarterly stratified 
sample selection by reallocating sample 
cases when a hospital has submitted 
fewer than three cases in a topic within 
a quarter. 

Response: We believe that our 
approach provides a more reliable 
validation estimate to ensure that 
hospitals are submitting accurate quality 
measure information. Our approach 
prevents reduction in sample size and 
retains reliability by maintaining a total 
quarterly sample size of 12 cases across 
all topics. We believe that this approach 
creates equal and minimal burden for all 
sampled hospitals. 

Comment: A commenter disagreed 
with addition of two validation samples 
of three cases per hospital. The 
commenter believed that this process is 
very labor intensive as records have 
transitioned from paper to electronic 
records, requiring multiple queries 
within an electronic health record to 
obtain all of the necessary information. 

Response: We appreciate the 
comment, and will consider adding 
technology to accept electronic health 
records in the future to reduce 
validation burden to hospitals using 
electronic health records. We recognize 
that many more hospitals will transition 
their recordkeeping to EHRs, and we 
want to provide the public with 
accurate quality data and maintain 
alignment with hospital recordkeeping 
practices. We also believe that 
validating all RHQDAPU chart- 
abstracted measures is one of many 
important elements to ensure accurate 
publicly reported RHQDAPU data. 

Comment: Some commenters were 
concerned about the lack of CDC/NHSN 
data validation process in place that is 
similar to the current RHQDAPU 
program validation process. The 
commenters recommended that, before 
any measure is included in public 
reporting, an adequate validation 
mechanism must be in place. 

Response: We agree with the 
commenter that CDC/NHSN should be 
validated. We are considering validating 
self-reported CDC/NHSN data by 
proposing two additional quarterly 
samples. One quarterly additional 
sample would validate NHSN measure 
data. We will solicit public comment 
when we propose improvements to our 
validation approach in future 
rulemaking. 

After considering the public 
comments we received, we are adopting 
as final our proposed supplements to 
the chart validation process for the FY 
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2013 payment determination and 
subsequent FYs. 

This RHQDAPU validation process 
meets the requirements set forth in 
section 1886(b)(3)(B)(viii)(XI) of the Act. 
This section states that: 

The Secretary shall establish a process to 
validate measures specified under this clause 
as appropriate. Such process shall include 
the auditing of a number of randomly 
selected hospitals sufficient to ensure 
validity of the reporting program under this 
clause as a whole and shall provide a 
hospital with an opportunity to appeal the 
validation of measures reported by such 
hospital. 

Starting with the FY 2012 payment 
determination and continuing in 
subsequent fiscal years, the chart 
validation process audits 800 randomly 
selected hospitals for the discharge 
quarters as outlined in this section. This 
sample size is sufficient to validate 
more than 22 percent of subsection (d) 
hospitals for FY 2012 and ensure 
validity of the reporting program. 
Currently, this process validates 27 
chart abstracted measures, including 7 
AMI measures (AMI 1 through 8a), 4 
Heart Failure measures (HF 1 through 
HF 4), 6 Pneumonia measures, and all 
10 SCIP measures. 

Validation of the HCAHPHS measure 
is conducted through our oversight 
activities. We provide oversight of all 
HCAHPS survey vendors and hospitals 
self-administering the survey in order to 
ensure that the data collection protocols 
are followed. We also provide oversight 
and validation through our review of 
Quality Assurance Plans, site visits, 
conference calls and detailed data 
analyses each quarter to ensure there are 
no anomalies found in the data. In 
particular, we use site visits to review 
all data collection activities, including 
data reviews tracking a discharged 
patient from sampling, survey 
administration and data submission. 

Information reported through claims 
for the 24 RHQDAPU program measures 
for FY 2012 as described in this rule is 
already validated for accuracy by 
Medicare Administrative Contractors 
(MACs) to ensure accurate Medicare 
payments. We are considering 
validation methodologies for structural 
measures and NHSN data and will 
propose validation methodologies as 
appropriate in the future. 

We believe that the validation 
processes described above ensures 
validity of measures used under the 
RHQDAPU reporting program. Our 
reconsideration process outlined in this 
section provides hospitals that do not 
meet our validation requirement with 
the opportunity to appeal mismatched 
data elements that result in mismatched 

measures. We believe that our 
reconsideration process provides 
hospitals with appeal opportunities 
when mismatched measures result in 
potential payment reduction. 

In the proposed rule, we state that we 
are also considering additional changes 
to our validation approach for future 
years. Starting in FY 2014, we are 
considering adding two strata to the 
current RHQDAPU program validation 
sample of SCIP, AMI, HF, and PN cases. 
We are considering selecting two 
additional validation samples of three 
cases per selected hospital per quarter. 
One additional quarterly sample would 
enable us to validate the CLABSI and 
SSI measures that we proposed to add 
to the RHQDAPU program measure set 
for the FY 2013 payment determination, 
and the second additional quarterly 
sample would enable us to validate the 
ED–Throughput and the Immunization 
for Influenza and Immunization for 
Pneumonia global measures that we 
proposed to add to the RHQDAPU 
measure set for FY 2014. Thus, we 
would be validating a total of 18 records 
per quarter per validated hospital in 6 
strata (1) SCIP, (2) AMI, (3) HF, (4) PN, 
(5) CLABSI/SSI, and (6) ED– 
Throughput/immunization measures). 
We are also considering requiring 
hospitals to sign a written form 
explicitly granting CMS access to their 
patient level data submitted to NHSN 
for the proposed CLABSI measure and 
the SSI measure. We believe that the 
CLABSI/SSI stratum is necessary to 
validate the data in the reports that we 
will access from NHSN for the 
RHQDAPU program. We invited public 
comment on our validation proposals 
and considerations. 

Comment: Regarding FY 2014, the 
commenter believed that the proposal to 
add 2 strata (increasing from 12–18 
records per quarter) to the current 
program validation sample did not add 
value, but rather adds busywork with 
more cases to validate. The commenter 
believed that this makes annual 
validation a potential of near 80–100 
records per validated facility and 
believed that this number was excessive 
and burdensome on the hospital to 
produce this volume in a short period 
of time. 

Response: We understand the 
commenter’s concern about burden, but 
must also consider accuracy of all chart- 
abstracted measures. Our random 
sampling approach reduces this burden 
to the majority of hospitals, since not all 
hospitals’ data will be validated in a 
particular year. We will consider this 
comment in the future for future 
supplements to the RHQDAPU 
validation approach. 

We noted that, starting with the FY 
2015 payment determination, we are 
considering proposing to add hospitals 
to our validation sample if they were 
open under their current CCNs in FY 
2012 but not selected for validation in 
the three previous annual RHQDAPU 
validation samples. We are considering 
this addition to supplement our 
validation approach to ensure that all 
eligible RHQDAPU hospitals are 
selected for validation at least once 
every 4 years. We are considering this 
addition starting in FY 2015 because FY 
2015 would be the fourth year that CMS 
would use the random validation 
approach (which begins in FY 2012 as 
adopted in this final rule). 

We intend to propose this supplement 
starting with the FY 2015 payment 
determination to further improve the 
targeting criteria that we are adopting in 
this final rule beginning with FY 2013. 

8. Data Accuracy and Completeness 
Acknowledgement Requirements for the 
FY 2011 Payment Determination and 
Subsequent Years 

For the FY 2011 payment 
determination and subsequent years, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule (74 FR 24180), we 
proposed to require hospitals to 
electronically acknowledge on an 
annual basis the completeness and 
accuracy of the data submitted for the 
RHQDAPU program payment 
determination. Hospitals will be able to 
submit this acknowledgement on the 
same Web page that they use to submit 
data necessary to calculate the structural 
measures, and we believe that this Web 
page will provide a secure vehicle for 
hospitals to directly acknowledge that 
their information is complete and 
accurate to the best of their knowledge. 
A single annual electronic 
acknowledgement will provide us with 
explicit documentation acknowledging 
that the hospital’s data is accurate and 
complete, but will not unduly burden 
hospitals. We noted that commenters 
generally supported the idea of 
electronic attestation in the FY 2009 
IPPS final rule (73 FR 48625) at the 
point of data submission to the QIO 
Clinical Warehouse. 

In addition, the Government 
Accountability Office (GAO) 
recommended in a 2006 report (GAO– 
06–54) that hospitals self-report that 
their data are complete and accurate. 
Therefore, in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43890) for 
the FY 2010 payment determination, we 
required hospitals to electronically 
acknowledge their data accuracy and 
completeness once between July 1, 
2009, and August 15, 2009. Hospitals 
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will acknowledge that all information 
that is, or will be, submitted as required 
by the RHQDAPU program for the FY 
2010 payment determination is 
complete and accurate to the best of 
their knowledge. 

We proposed requiring hospitals to 
electronically acknowledge their data 
accuracy and completeness once 
between July 1, 2010 and August 15, 
2010 for data to be used for the FY 2012 
RHQDAPU program payment 
determination. 

Comment: A commenter stated that 
the July 1, 2010 through August 15, 
2010 period to report acknowledgement 
of data accuracy and completeness is 
over 1 year prior to the October 2011 
start of FY 2012. Much of the data 
reported by hospitals to CMS occurs 
following this date. 

Response: We agree with the 
commenter. Consistent with our FY 
2010 requirement (74 FR 43890), we 
believe that a more appropriate period 
to report FY 2012 data accuracy and 
completeness is July 1, 2011 through 
August 15, 2011, not 2010 as proposed 
in the FY 2011 IPPS/LTCH PPS 
proposed rule. We are modifying the 
reporting period from our original 
proposal to provide hospitals with time 
to report more data applicable to the FY 
2012 payment determination. We also 
intend to propose in the FY 2012 IPPS 
rule using the same July 1 through 
August 15 time reporting period in 
future payment years. 

After consideration of the public 
comments we received, we are adopting 
as final our data accuracy and 
completeness acknowledgement 
requirements for the FY 2012 payment 
determination and subsequent years. 
However, we are requiring hospitals to 
electronically acknowledge their data 
accuracy and completeness once 
between July 1, 2011 and August 15, 
2011 for data to be used for the FY 2012 
RHQDAPU program payment 
determination instead of the proposed 
July 1, 2010 through August 15, 2010 
timeframe. 

9. Public Display Requirements for the 
FY 2012 Payment Determination and 
Subsequent Years 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act provides that the Secretary shall 
establish procedures for information 
regarding measures submitted under the 
RHQDAPU program available to the 
public. As we noted in section IV.A.1.g. 
of this final rule, the RHQDAPU 
program quality measures are typically 
reported on the Hospital Compare Web 
site (http:// 
www.hospitalcompare.hhs.gov), but on 
occasion are reported on other CMS 

Web sites. We require that hospitals sign 
a Notice of Participation form when 
they first register to participate in the 
RHQDAPU program. Once a hospital 
has submitted a form, the hospital is 
considered to be an active RHQDAPU 
program participant until such time as 
the hospital submits a withdrawal form 
to CMS (72 FR 47360). Hospitals signing 
this form agree that they will allow CMS 
to publicly report the quality measures 
included in the RHQDAPU program. 

We will continue to display quality 
information for public viewing as 
required by section 
1886(b)(3)(B)(viii)(VII) of the Act. Before 
we display this information, hospitals 
will be permitted to review their 
information as recorded in the QIO 
Clinical Warehouse. 

We did not receive any public 
comments on our proposal to continue 
using FY 2011 requirements for FY 2012 
and subsequent years. We adopt as final 
our proposal regarding public display 
requirements. 

10. Reconsideration and Appeal 
Procedures for the FY 2011 Payment 
Determination 

The general deadline for submitting a 
request for reconsideration in 
connection with the FY 2011 payment 
determination is November 1, 2010. As 
discussed more fully below, we 
proposed that all hospitals submit a 
request for reconsideration and receive 
a decision on that request before they 
can file an appeal with the Provider 
Reimbursement Review Board (PRRB). 

For the FY 2011 payment 
determination, we proposed to continue 
utilizing most of the same procedures 
that we utilized for the FY 2010 requests 
for reconsideration. Under these 
proposed procedures, the hospital 
must— 

Submit to CMS, via QualityNet, a 
Reconsideration Request form (available 
on the QualityNet Web site) containing 
the following information: 
—Hospital CMS Certification number 

(CCN). 
—Hospital Name. 
—CMS-identified reason for failure (as 

provided in the CMS notification of 
failure letter to the hospital). 

—Hospital basis for requesting 
reconsideration. This must identify 
the hospital’s specific reason(s) for 
believing it met the RHQDAPU 
program requirements and should 
receive the full FY 2011 IPPS annual 
payment update. 

—CEO contact information, including 
name, e-mail address, telephone 
number, and mailing address (must 
include the physical address, not just 
the post office box). We no longer 

require that the hospital’s CEO sign 
the RHQDAPU program 
reconsideration request. We have 
found that this requirement increases 
the burden for hospitals because it 
prevents them from electronically 
submitting the RHQDAPU program 
reconsideration request forms. In 
addition, to the extent that a hospital 
can submit a request for 
reconsideration on-line, the burden 
on our staff is reduced and, as a 
result, we can more quickly review 
the request. 

—QualityNet System Administrator 
contact information, including name, 
e-mail address, telephone number, 
and mailing address (must include the 
physical address, not just the post 
office box). 

—Paper medical record requirement for 
reconsideration requests involving 
validation. We proposed that if a 
hospital asks us to reconsider an 
adverse RHQDAPU program payment 
decision made because the hospital 
failed the validation requirement, the 
hospital must submit paper copies of 
all the medical records that it 
submitted to the CDAC contractor 
each quarter for purposes of the 
validation. Hospitals must submit this 
documentation to a CMS contractor. 
The contractor will be a QIO support 
contractor, which has authority to 
review patient level information 
under 42 CFR part 480. We will post 
the address where hospitals can ship 
the paper charts on the QualityNet 
Web site after we issue the FY 2011 
IPPS/LTCH PPS final rule. Hospitals 
submitting a RHQDAPU program 
validation reconsideration request 
will have all mismatched data 
reviewed by CMS, and not their State 
QIO. (As discussed in section 
IV.A.6.b. of this final rule, the State 
QIO is available to conduct a 
quarterly validation appeal if so 
requested by a hospital.) 
For the FY 2011 payment 

determination, the RHQDAPU program 
data that will be validated is 4th 
calendar quarter 2008 through 3rd 
quarter calendar year 2009 discharge 
data. Hospitals must provide a written 
justification for each appealed data 
element classified during the validation 
process as a mismatch. We will review 
the data elements that were labeled as 
mismatched, as well as the written 
justifications provided by the hospitals, 
and make a decision on the 
reconsideration request. As we 
mentioned above, we proposed that all 
hospitals submit a reconsideration 
request to CMS and receive a decision 
on that request prior to submitting a 
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PRRB appeal. We believe that the 
reconsideration process is less costly for 
both CMS and hospitals, and that this 
requirement will decrease the number of 
PRRB appeals by resolving issues earlier 
in the appeals process. 

Following receipt of a request for 
reconsideration, we will— 

• Provide an e-mail 
acknowledgement, using the contact 
information provided in the 
reconsideration request, to the CEO and 
the QualityNet Administrator that the 
request has been received. 

• Provide written notification to the 
hospital CEO, using the contact 
information provided in the 
reconsideration request, regarding our 
decision. We expect the process to take 
approximately 90 days from the 
reconsideration request due date of 
November 1, 2010. 

As we stated in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43892), the scope of our review when a 
hospital requests reconsideration 
because it failed our validation 
requirements will be as follows: 

1. Hospital requests reconsideration 
for CDAC contractor-abstracted data 
elements classified as mismatches 
affecting validation scores. Hospitals 
must timely submit a copy of the entire 
requested medical record to the CDAC 
contractor during the quarterly 
validation process for the requested case 
to be eligible to be reconsidered on the 
basis of mismatched data elements. 

2. Hospital requests reconsideration 
for medical record copies submitted 
during the quarterly validation process 
and classified as invalid record 
selections. Invalid record selections are 
defined as medical records submitted by 
hospitals during the quarterly validation 
process that do not match the patient’s 
episode of care information as 
determined by the CDAC contractor (in 
other words, the contractor determines 
that the hospital returned a medical 
record that is different from that which 
was requested). If the CDAC contractor 
determines that the hospital has 
submitted an invalid record selection 
case, it awards a zero validation score 
for the case because the hospital did not 
submit the entire copy of the medical 
record for that requested case. During 
the reconsideration process, our review 
of invalid record selections will initially 
be limited to determining whether the 
record submitted to the CDAC 
contractor was actually an entire copy of 
the requested medical record. If we 
determine during reconsideration that 
the hospital did submit the entire copy 
of the requested medical record, then 
we would abstract data elements from 

the medical record submitted by the 
hospital. 

3. Hospital requests reconsideration 
for medical records not submitted to the 
CDAC contractor within the 45 calendar 
day deadline. Our review will initially 
be limited to determining whether the 
CDAC contractor received the requested 
record within 45 calendar days, and 
whether the hospital received the initial 
medical record request and reminder 
notice. If we determine during 
reconsideration that the CDAC 
contractor did receive a paper copy of 
the requested medical record within 45 
calendar days, then we would abstract 
data elements from the medical record 
submitted by the hospital. If we 
determine that the hospital received two 
letters requesting medical records and 
still did not submit the requested 
records within the 45 day period, CMS 
will not accept these records as part of 
the reconsideration. CMS will not 
abstract data from charts not received 
timely by the CDAC contractor. 

In sum, we are initially limiting the 
scope of our reconsideration reviews 
involving validation to information 
already submitted by the hospital 
during the quarterly validation process, 
and we will not abstract medical records 
that were not submitted to the CDAC 
contractor during the quarterly 
validation process. We will expand the 
scope of our review only if we find 
during the initial review that the 
hospital correctly and timely submitted 
the requested medical records. In that 
case, we would abstract data elements 
from the medical record submitted by 
the hospital as part of our review of its 
reconsideration request. 

If a hospital is dissatisfied with the 
result of a RHQDAPU program 
reconsideration decision, the hospital 
may file a claim under 42 CFR part 405, 
subpart R (a PRRB appeal). We solicited 
public comments on the extent to which 
these proposed procedures will be less 
costly for hospitals, and whether they 
will lead to fewer PRRB appeals. 

Comment: With respect to a hospital 
needing to receive a decision from CMS 
prior to submitting a PRRB appeal, some 
commenters requested that CMS 
consider the impact of 90 days without 
the annual payment update to a facility. 
Commenters stated that the wait for 
CMS’s decision and an appeal to the 
PRRB would delay the process of appeal 
by months if not half of the year. 

Response: We appreciate the 
commenters’ concern with the 
timeframe of our reconsideration 
process. Our goal is to provide a 
thorough technical and programmatic 
reconsideration of our initial RHQDAPU 
decision in a timely manner. Generally, 

our review requires 60 to 90 days, and 
hospitals granted their full payment 
update during this process would not 
need PRRB review. We are reviewing 
and standardizing our reconsideration 
process in an effort to reduce the wait 
time, but this wait time is largely 
dependent on the number of received 
requests. We hope to reduce the 90-day 
wait period in future years. 

Comment: A commenter disagreed 
with the proposed process to require 
hospitals to resubmit all paperwork 
submitted to the CDAC contractor for 
RHQDAPU reconsideration purposes, 
and instead proposed that the CDAC 
store all medical record documentation. 

Response: We appreciate the 
comment. We considered the relative 
cost to CMS and the taxpayers for 
storing all hospitals’ submitted 
validation records for an additional 12 
to 18 months, relative to the proposed 
process. We estimate from previous 
RHQDAPU results that the proposed 
process would impact 20 or fewer 
hospitals annually, and believe that this 
total burden to hospital is less than the 
extra storage cost to CMS and the 
taxpayers. 

After consideration of the public 
comments we received, we are adopting 
the proposed RHQDAPU 
reconsideration and appeals 
requirements without any changes. 

11. RHQDAPU Program Withdrawal 
Deadlines 

We proposed to accept RHQDAPU 
program withdrawal forms for the FY 
2012 payment determination from 
hospitals until August 15, 2011. We 
proposed this deadline so that we 
would have sufficient time to update the 
FY 2012 payment to hospitals starting 
on October 1, 2011. If a hospital 
withdraws from the program for the FY 
2012 payment determination, it will 
receive a 2.0 percentage point reduction 
in its FY 2012 annual payment update. 
We noted that once a hospital has 
submitted a Notice of Participation 
form, it is considered to be an active 
RHQDAPU program participant until 
such time as the hospital submits a 
withdrawal form to CMS. 

We did not receive any comments on 
our proposal. We are adopting as final 
our proposal regarding withdrawal 
deadlines without any changes. 

12. Electronic Health Records (EHRs) 

a. Background 

Starting with the FY 2006 IPPS final 
rule, we have encouraged hospitals to 
take steps toward the adoption of EHRs 
(also referred to in previous rulemaking 
documents as electronic medical 
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records) that will allow for reporting of 
clinical quality data from the EHRs 
directly to a CMS data repository (70 FR 
47420 through 47421). We encouraged 
hospitals that are implementing, 
upgrading, or developing EHR systems 
to ensure that the technology obtained, 
upgraded, or developed conforms to 
standards adopted by HHS. We 
suggested that hospitals also take due 
care and diligence to ensure that the 
EHR systems accurately capture quality 
data and that, ideally, such systems 
provide point-of-care decision support 
that promotes optimal levels of clinical 
performance. 

We also continue to work with 
standard setting organizations and other 
entities to explore processes through 
which EHRs could speed the collection 
of data and minimize the resources 
necessary for quality reporting as we 
have done in the past. 

We note that we have initiated work 
directed toward enabling EHR 
submission of quality measures through 
EHR standards development and 
adoption. We have sponsored the 
creation of electronic specifications for 
quality measures that are currently 
proposed for the RHQDAPU program 
and measures under future 
consideration. We look to continue this 
activity in the future. 

Comment: Many commenters 
applauded our work toward developing 
measure specifications for EHR-based 
data collection in the future. The 
commenters believed this approach 
would substantially reduce the 
reporting burden on hospitals. 
Commenters recommended that CMS 
adopt specifications that would limit 
inclusions to ADT, bed tracking, or ED 
tracking board tools for these data 
elements. 

Response: We thank the commenters 
for their encouragement of our efforts to 
integrate EHR technology with the 
RHQDAPU program. We will take these 
comments regarding specifications into 
consideration when we look to adopt 
measures that can be collected via EHRs 
in the future. 

Comment: Some commenters 
requested that CMS clarify whether 
becoming a meaningful user of EHR 
certified technology is a path to fulfill 
both the RHQDAPU participation 
requirement and the eligibility 
requirements for the HITECH incentive 
program for being a meaningful user of 
certified EHR technology. 

Response: As we have indicated, we 
are actively seeking to provide an 
alternative of EHR-based submission for 
RHQDAPU measures that otherwise 
would require chart or manual 
abstraction. Prior to accepting measures 

through EHRs for RHQDAPU, as 
commenters have suggested, it would be 
necessary to assure that data submitted 
and results calculated are equivalent to 
that from chart or manual abstraction so 
that results would be reliable and 
consistent. As we proceed with new 
measures development we would 
anticipate that testing during the 
measure development process and EHR 
certification process would become 
sufficiently standardized that additional 
implementation testing would not be 
needed. 

We note that some important 
RHQDAPU quality measures such as 
HCAHPS experience of care measures 
are based on survey data and do not 
lend themselves to EHR reporting. 
Similarly, certain outcome quality 
measures, such as the current 
RHQDAPU readmission measures, are 
based on claims rather than clinical 
data. Thus, not all RHQDAPU measures 
will necessarily be capable of being 
submitted through EHRs. As a 
consequence, not all RHQDAPU 
measures would necessarily be included 
in the HITECH EHR incentive program. 

b. EHR Testing of Quality Measures 
Submission 

As we have previously stated, we are 
interested in the reporting of quality 
measures using EHRs, and we continue 
to encourage hospitals to adopt and use 
EHRs that conform to the certification 
criteria as will be defined by the 
Secretary through the Office of the 
National Coordinator for Health 
Information Technology, HHS at 45 CFR 
Part 170. We believe that the testing of 
EHR submission is an important and 
necessary step to establish the ability of 
EHRs to report clinical quality measures 
and the capacity of CMS to receive such 
data. 

The electronic specifications and 
interoperability standards for EHR- 
based collection and transmission of the 
data elements for the ED Throughput, 
Stroke, and Venous Thromboembolism 
(VTE) measures have been finalized by 
the Health Information Technology 
Standards Panel (HITSP) and are 
available for review and testing at 
http://www.HITSP.org. We anticipate 
testing the components required for the 
submission of clinical quality data 
extracted from EHRs for these measures, 
and are exploring different mechanisms 
and formats that will aid the submission 
process, as well as ensure that the 
summary measure results extracted from 
the EHRs are reliable. 

We anticipate moving forward with 
testing CMS’ technical ability to accept 
data from EHRs for the ED, Stroke, and 
VTE measures as early as summer of 

2011. We anticipate building upon the 
work completed by the HITSP in both 
the Connectathon and Health 
Information Management Systems 
Society (HIMSS) Interoperability 
Showcase. This testing will encompass 
an ‘‘end to end’’ view of data 
transmission. Pursuant to the Paperwork 
Reduction Act, we have previously 
published a Federal Register notice and 
information collection request for CMS– 
10296 (74 FR 44366) seeking public 
comments on the process we intended 
to follow to select EHR vendors/ 
hospitals for testing CMS ability to 
accept EHR-based data submissions. We 
will notify interested parties of changes 
in the process and timeline for testing 
via the Inpatient EHR testing Web site 
at: http://www.cms.hhs.gov/ 
HospitalQualityInits/ 
15_HospitalInpatientEHRTesting.asp. 

The test measures described above are 
not currently required under the 
RHQDAPU program. In addition, the 
posting of the electronic specifications 
for any particular measure should not be 
interpreted as a signal that we intend to 
select the measure for inclusion in the 
RHQDAPU program measure set. 

Comment: A few commenters 
supported CMS in launching the EHR 
Testing of Inpatient Quality Measures 
voluntary pilot established in the FY 
2010 IPPS/RY 2010 LTCH PPS final 
rule. The commenters suggested that the 
implementation of the electronic 
metrics effective January 1, 2012, should 
be contingent upon successful EHR 
testing by CMS so that the measures can 
be reported electronically and not via 
manual chart abstraction. A commenter 
stated that electronic-specified clinical 
quality measures should not be 
included in the RHQDAPU program 
until they are fully tested. The 
commenter cited the examples of the 
collection and transmission for the ED 
Throughput, Stroke and VTE measures 
which are undergoing HITSP and CMS 
testing. The commenter urged CMS to 
expedite its development and testing of 
eMeasures to no later than year end CY 
2010. The commenter asked for 
clarification on the possibility of 
retirement of the chart-abstracted 
specifications for these three measure 
sets once they can be collected and 
transmitted electronically. 

Response: As discussed previously, 
we agree with the commenter’s concern 
about the importance of testing the 
electronic specifications of the clinical 
quality measures prior to accepting 
submission for EHRs for the RHQDAPU 
program. We note that the January 2010 
Connectathon, and the 2010 Healthcare 
and Information Management Systems 
Society (HIMSS) Interoperability 
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Showcase conducted initial testing and 
demonstration of some of the 
Emergency Department (ED) 
Throughput, Venous Thromboembolism 
(VTE), and Stroke measures. It is our 
intent not to require duplicative 
reporting across programs. When the 
data collection and transmission can be 
achieved through certified EHR 
technology, we may be able to rely upon 
EHRs to transmit the data. However, 
whether chart abstraction remains an 
option as a data collection mechanism 
for a given measure set adopted for the 
RHQDAPU program will largely depend 
upon the prevalence of EHR adoption 
among RHQDAPU participating 
hospitals. 

As additional electronic specifications 
for clinical quality measures are 
developing, we plan to conduct testing 
of the electronically specified measures 
simultaneously. Also, we expect that 
vendors and providers will continue the 
testing for data collection and 
transmission. 

c. HITECH Act EHR Provisions 
The HITECH Act (Title IV of Division 

B of the ARRA, together with Title XIII 
of Division A of the ARRA) authorizes 
payment incentives under Medicare for 
the adoption and use of certified EHR 
technology beginning in FY 2011. 
Hospitals are eligible for these payment 
incentives if they meet requirements for 
meaningful use of certified EHR 
technology, which include reporting on 
quality measures using certified EHR 
technology. With respect to the 
selection of quality measures for this 
purpose, under section 1886(n)(3)(A)(ii) 
of the Act, as added by section 4102 of 
the HITECH Act, the Secretary shall 
select measures, including clinical 
quality measures, that hospitals must 
provide to CMS in order to be eligible 
for the EHR incentive payments. With 
respect to the clinical quality measures, 
section 1886(n)(3)(B)(i) of the Act 
requires the Secretary to give preference 
to those clinical quality measures that 
have been selected for the RHQDAPU 
program under section 
1886(b)(3)(B)(viii) of the Act or that 
have been endorsed by the entity with 
a contract with the Secretary under 
section 1890(a) of the Act. Any 
measures must be proposed for public 
comment prior to their selection, except 
in the case of measures previously 
selected for the RHQDAPU program 
under section 1886(b)(3)(B)(viii) of the 
Act. 

Thus, the RHQDAPU program and the 
HITECH Act have important areas of 
overlap and synergy with respect to the 
reporting of quality measures using 
EHRs. We believe the financial 

incentives under the HITECH Act for 
the adoption and meaningful use of 
certified EHR technology by hospitals 
will encourage the adoption and use of 
certified EHRs for the reporting of 
clinical quality measures under the 
RHQDAPU program. Further, these 
efforts to test the submission of quality 
data through EHRs may provide a 
foundation for establishing the capacity 
of hospitals to send, and for CMS to 
receive, quality measures via hospital 
EHRs for future RHQDAPU program 
measures. 

We again note that the provisions in 
this FY 2011 IPPS/LTCH PPS final rule 
do not implicate or implement any 
HITECH statutory provisions. Those 
provisions are the subject of separate 
rulemaking and public comment. 

Comment: One commenter noted that 
in moving forward, CMS should focus 
on developing measures collected 
through EHRs rather than using 
manually intensive, chart-based 
measures through the RHQDAPU 
program. The commenter suggested that 
we follow a more methodical framework 
to prioritize and integrate measures into 
the RHQDAPU and EHR incentive 
program with a long-term goal of 
transitioning from RHQDAPU to the 
meaningful use criteria under the 
HITECH EHR program. 

Response: We agree with the 
importance of developing electronic 
specifications for new measures that are 
developed. We expect over time that 
EHRs will be the primary source of 
quality measures data. To this end, we 
have spearheaded electronic refinement 
and standardization of data 
transmission and performance 
measures. 

Comment: A number of commenters 
requested that CMS address the 
potential duplication of clinical quality 
measures selected for use in the 
RHQDAPU program, and the clinical 
quality measures chosen for eligible 
professionals (EPs), eligible hospitals 
and critical access hospitals (CAHs) to 
demonstrate meaningful use of certified 
EHR technology under the HITECH EHR 
incentive program. The commenters 
urged CMS to avoid duplicative 
reporting burden by considering only 
clinical quality measures chosen for the 
RHQDAPU program for the meaningful 
use criteria in the EHR incentive 
program for eligible professionals, 
eligible hospitals and CAHs. 

Response: The rationale for the 
selection of the eligible hospital and 
CAH measure under HITECH Act are 
discussed in the HITECH EHR final rule 
(75 FR 44314). The 15 hospital and CAH 
measures were electronically specified 
for use in the RHQDAPU program, with 

anticipated implementation once the 
necessary development and 
infrastructure implementation had been 
completed. We have included two of the 
HITECH measures in this final rule for 
FY 2014 payment determination, based 
on chart abstraction. We anticipate that 
we will provide an option of electronic 
submission of these measures. 

Comment: Some commenters 
recommended that EPs, eligible 
hospitals and CAHs reporting to 
RHQDAPU program via a certified EHR 
should be deemed to have successfully 
reported in the EHR incentive program 
to satisfy the meaningful use criteria for 
clinical quality measures. 

Response: The HITECH Act requires 
the Secretary to strive to avoid 
duplicative and redundant reporting for 
HITECH with respect to the RHQDAPU 
program. However, as discussed 
previously, RHQDAPU and HITECH are 
established as separate incentive 
programs with separate requirements. 
The authorizing statutes do not provide 
that qualifying for one program should 
result in a hospital being deemed to 
have qualified for the other. As the two 
programs would have little overlap in 
measures as finalized in this rule, we do 
not believe it would be appropriate to 
deem participation in the RHQDAPU 
program as meeting the requirements for 
successful reporting in the EHR 
incentive program. However, where 
feasible, we intend to align the data 
submission requirements for measures 
included in each program. As HIT 
enabled clinical data will allow for new 
measures to be developed, we will 
consider aligning the requirements of 
the two programs. 

Comment: Many commenters 
suggested aligning clinical quality 
measure reporting across federal 
agencies such as with the Health 
Resources and Services Administration, 
and across programs, such as with the 
Children’s Health Insurance Program, to 
avoid duplicative and redundant quality 
performance reporting. 

Response: As discussed, we have 
always sought to avoid duplicative and 
redundant reporting across federal 
programs. We will seek to align more 
quality initiative programs in future 
rulemaking. 

13. Qualification of Registries for 
RHQDAPU Data Submission 

In section IV.A.3.c.(4) of the proposed 
rule, we proposed that hospitals would 
select at least one of four registry-based 
measure topics for which they will 
report data on proposed measures to a 
qualified registry beginning with 
January 1, 2011 discharges, and allow 
the registry to calculate and report 
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measure data for the specified measures 
to CMS (via QualityNet) for RHQDAPU 
program purposes. We are not adopting 
our proposal for the registry-based 
measure topics in this final rule. We 
also will not be pursuing the 
qualification of registries for these 
topics at this time. Below is the process 
and requirements that we had proposed 
to use to determine whether a registry 
is qualified to collect and submit quality 
measure data for RHQDAPU and the 
comments received on the process. 

We proposed to post on the 
RHQDAPU program section of the 
QualityNet Web site http:// 
www.qualitynet.org no later than 
December 31, 2010 a list of qualified 
registries for the FY 2013 RHQDAPU 
payment determination, including the 
registry name, contact information, and 
the measure(s) for which the registry is 
qualified and will report for the FY 2013 
RHQDAPU payment determination. We 
proposed measures for inclusion in each 
of the four registry-based topics, and a 
registry seeking to be qualified for a 
particular topic would have to agree to 
collect and report the measures 
included in the topic. The proposed 
measures support CMS and HHS 
priorities for improved quality and 
efficiency of care for Medicare 
beneficiaries (such as, prevention; 
chronic conditions; high cost and high 
volume conditions; elimination of 
health disparities; healthcare-associated 
infections and other conditions; and 
effective management of acute and 
chronic episodes of care). We noted, 
however, that none of the registries that 
we qualify for this purpose will be 
acting as a CMS contractor or agent. In 
other words, hospitals will still be 
responsible for making sure that the 
data it submits to the qualified registry 
is successfully processed and 
transmitted by the registry to CMS. 

We proposed to implement a self- 
nomination process for registries 
seeking to submit FY 2013 RHQDAPU 
program quality measures (including 
measure calculations, numerators, 
denominators, and exclusions) on behalf 
of hospitals beginning with January 1, 
2011 discharges. A registry would be 
able to self-nominate if it meets the 
following requirements: 

• The registry has been collecting 
data elements needed to calculate the 
particular measures that are being 
proposed for inclusion in the registry- 
based topic for which the registry is 
seeking qualification for at least 3 years 
prior to January 1, 2010. 

• As of January 1, 2010, the registry 
has been collecting such data from at 
least 750 hospitals. 

• The registry must have the 
capability to collect from hospitals all of 
the data elements which are included in 
the measure specifications and calculate 
the results for the specified measures. 
The measures are NQF-endorsed and 
will be listed in the Hospital Measure 
Specification Manual. 

• The registry must agree to report the 
hospital level measure data to CMS (via 
QualityNet). During the registry 
qualification process, CMS will inform 
the registries of the specified reporting 
format which will include: 

Æ The volume of eligible cases 
(reporting denominator); 

Æ The volume of numerator events for 
the quality measure (reporting 
numerator); 

Æ The number of cases excluded from 
the measure; and 

Æ The measure results. 
• The registry must agree to transmit 

quality measure data in a CMS- 
approved format. We expected that this 
CMS-specified record layout would be 
made available in late 2010; 

• The registry must be able to perform 
data quality validation checks on the 
data received from hospitals to 
determine if the data submitted by the 
hospitals are accurate and agree to 
submit an acceptable ‘‘validation 
strategy’’ to CMS by December 15, 2011. 
A validation strategy ascertains whether 
hospitals have submitted data 
accurately to the registry. An acceptable 
validation strategy may include such 
provisions as the registry being able to 
verify the accuracy of hospital data 
through random sampling or through 
the hospital’s adherence to a required 
sampling method; 

• The registry must agree to enter into 
and maintain with its participating 
hospitals an appropriate Business 
Associate agreement that complies with 
HIPAA. 

• The registry must obtain and keep 
on file signed documentation showing 
that each of its participating hospitals 
has authorized the registry to calculate 
and submit the quality measure 
hospital-level data specified by CMS to 
CMS. This documentation must be 
obtained at the time the hospital 
arranges to submit RHQDAPU program 
quality measure data to the registry; 

• The registry must agree to provide 
CMS with access (if requested) to review 
the data that the hospital submitted to 
it for purposes of the RHQDAPU 
program; 

• The registry must agree to indicate 
to CMS upon request whether a 
particular hospital has satisfied the 
registry’s participation requirements; 

• The registry must agree to provide 
CMS with a signed, written attestation 

statement via mail or e-mail which 
states that the quality measure data that 
the registry has submitted to CMS on 
behalf of its participating hospitals is 
accurate and complete. 

• The registry must agree to provide 
at least 1 feedback report per year to 
participating hospitals; 

• The registry must agree to provide 
on-going technical assistance to its 
participating hospitals with respect to 
the hospitals’ submission of RHQDAPU 
data; and 

• The registry must agree to 
participate in periodic RHQDAPU 
program support calls hosted by CMS. 

To apply to be a qualified registry for 
any of the four proposed registry-based 
topics, a registry must submit a self- 
nomination letter by October 15, 2010 to 
http://www.RHQDAPU_Registries@cms.
hhs.gov containing the registry name, 
point of contact, the proposed registry- 
based measure topic for which 
qualification is being sought, and 
detailed information regarding how the 
registry satisfies the criteria listed 
above. 

Comment: In general, while 
commenters agreed that the concept of 
registry qualification criteria would lead 
to more standardized collection and 
quality control of data collected by 
registries, they had numerous 
suggestions for improvement of the 
criteria listed, and believed that the 
proposed timeframe for qualification 
and subsequent implementation of data 
collection was overly ambitious. Some 
commenters recommended that any 
approved registry must have a robust, 
CMS-certified validation system that 
can test the data submitted and identify 
missing data. Some commenters 
suggested that there should be an 
alternative approach for data 
submission that does not mandate 
participation in a registry with an 
associated fee. Numerous commenters 
noted that the proposed requirement 
that as of January 1, 2010, the registry 
has been collecting such data from at 
least 750 hospitals is arbitrary and 
precludes smaller registries such as 
State and regional registries from 
participating. These commenters urged 
CMS to revise its criteria for the number 
of participating hospitals as of January 
1, 2010, or to not consider a number of 
participating hospitals at all. 
Commenters also stated that the one-day 
interval between the publication of a list 
of qualified registries and the starting 
date for the reporting of measures 
beginning with required discharges is 
unreasonable. One commenter was 
concerned that the proposed timeline 
for registries gives little advance notice 
to hospitals to research options, budget 
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resources and prepare for participation. 
Commenters recommended that the 
registry eligibility criteria include 
current performance, data integrity, and 
capacity to support hospitals to capture 
reliable and valid data, and suggested 
that of core measure vendors and other 
specialty registries such as the acute 
stroke care registry created by Congress 
be eligible to qualify (The Paul 
Coverdell National Acute Stroke 
Registry (PCNASR/CDC)). 

Response: We thank the commenters 
for their recommendations. We 
acknowledge the commenters’ concerns 
and intend to reexamine our criteria and 
timeline based upon the public 
comment received. We are not finalizing 
our proposal to qualify registries for 
data collection for the four topics listed 
earlier in this final rule for data 
collection beginning with January 1, 
2011 discharges. If we propose to 
qualify registries for RHQDAPU data 
collection in the future, we will take 
into considerations all of the comments 
we received. 

14. RHQDAPU and Hospital Value 
Based Purchasing Program 

CMS received many comments about 
the HVBP program under section 
3001(a)(1) of the Affordable Care Act, 
including the potential use of 
RHQDAPU measures and the 
infrastructure for the HVBP program. 
We address comments related to 
RHQDAPU measures in the appropriate 
RHQDAPU measures section 
categorized by payment year for the 
measure. We did not propose any 
requirements for implementation of 
section 3001(a)(1) of the Affordable Care 
Act in this rule. In the coming months, 
we plan to convene at least one listening 
session or Open Door Forum to listen to 
public feedback about the HVBP 
program. We will consider this feedback 
when proposing HVBP program 
requirements in the future. 

B. Payment for Transfers of Cases From 
Medicare Participating Acute Care 
Hospitals to Nonparticipating Hospitals 
and CAHs (§ 412.4) 

1. Background 

Existing regulations at § 412.4(a) 
provide that an inpatient is considered 
discharged from a hospital paid under 
the IPPS when the patient is either 
formally released from the hospital or 
dies in the hospital. Under certain 
circumstances, a discharge is considered 
a transfer for purposes of payment 
under the IPPS. Section 412.4(b) defines 
acute care transfers, and § 412.4(c) 
identifies those discharges considered a 
postacute care transfer. In accordance 

with § 412.4(f), when a patient is 
transferred and his or her length of stay 
is less than the geometric mean length 
of stay for the MS–DRG to which the 
case is assigned, the transferring 
hospital is generally paid based on a 
graduated per diem rate for each day of 
the stay, not to exceed the full MS–DRG 
payment that would have been made if 
the patient had been discharged without 
being transferred. In the case of acute 
care transfers, the receiving hospital that 
ultimately discharges the transferred 
patient receives the full MS–DRG 
payment, regardless of whether the 
length of the patient’s inpatient stay 
exceeds the geometric mean length of 
stay for the applicable MS–DRG. 

The per diem rate paid to a 
transferring hospital is calculated by 
dividing the full MS–DRG payment by 
the geometric mean length of stay for 
the MS–DRG. Based on an analysis that 
showed that the first day of 
hospitalization is the most expensive 
(60 FR 5804), our policy generally 
provides for payment that is double the 
per diem amount for the first day, with 
each subsequent day paid at the per 
diem amount up to the full DRG 
payment (§ 412.4(f)(1)). Transfer cases 
also are eligible for outlier payments. In 
general, the outlier threshold for transfer 
cases, as described in § 412.80(b) of the 
regulations, is equal to the fixed-loss 
outlier threshold for nontransfer cases 
(adjusted for geographic variations in 
costs), divided by the geometric mean 
length of stay for the MS–DRG, and 
multiplied by the length of stay for the 
case plus one day. 

The transfer policy adjusts the 
payments of the transferring hospital to 
approximate the reduced costs of 
transfer cases. Medicare adopted its 
IPPS transfer policy because, if 
Medicare were to pay the full MS–DRG 
payment regardless of whether a patient 
is transferred or discharged, there would 
be a strong incentive for hospitals to 
transfer patients to another IPPS 
hospital early in their stay in order to 
minimize costs while still receiving the 
full MS–DRG payment. 

b. Policy Change 
The regulations at § 412.4(b) state that 

a discharge of a hospital inpatient is 
considered to be an acute care transfer 
when the patient is readmitted on the 
same day to another hospital that is paid 
under the IPPS, or to a hospital that is 
excluded from the IPPS because of 
participation in a statewide cost control 
program, unless the readmission is 
unrelated to the initial discharge. These 
regulations were developed under the 
authority granted in section 
1886(d)(5)(I)(ii) of the Act. Because a 

discharge is only considered an acute 
care transfer if the receiving hospital 
either is paid under IPPS or participates 
in a statewide cost control program, the 
current acute care transfer policy only 
applies to transfers between acute care 
hospitals that participate in the 
Medicare program (‘‘participating acute 
care hospitals’’); it does not currently 
apply to acute care hospitals that would 
otherwise be eligible to be paid under 
the IPPS, but do not have an agreement 
to participate in the Medicare program 
(‘‘nonparticipating acute care 
hospitals’’). The acute care transfer 
policy also does not currently apply to 
IPPS acute care hospital transfers to 
CAHs. 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23997 
and 23998), the intent of the acute care 
transfer policy is to make payment to 
the transferring hospital commensurate 
with the resources it expends in treating 
Medicare beneficiaries. As stated above, 
a participating acute care hospital that 
admits a beneficiary from a transferring 
hospital receives a full MS–DRG 
payment, as long as the receiving 
hospital does not subsequently transfer 
the beneficiary prior to the geometric 
mean length of stay for that MS–DRG. 
The transferring hospital receives a 
reduced per diem payment amount. If 
the acute care transfer policy did not 
exist, Medicare would make separate 
full MS–DRG payments to each of the 
hospitals involved with the treatment of 
the beneficiary, even though the 
hospitals shared in one episode of care 
for the same beneficiary and neither 
provided the full spectrum of care for 
that beneficiary for that episode of care. 
Such a policy would inappropriately 
pay a ‘‘double’’ Medicare payment and 
would be inconsistent with the intent of 
the acute care transfer policy. 

Although a nonparticipating acute 
care hospital is generally ineligible to 
receive payments under Medicare, such 
a hospital may still treat Medicare 
patients. In addition, acute care 
hospitals that do participate in the 
Medicare program are not precluded 
from transferring a Medicare patient to 
a nonparticipating acute care hospital. 
We note that a hospital that transfers a 
patient early in the patient’s stay (that 
is, prior to the geometric mean length of 
stay of the patient’s MS–DRG) incurs 
reduced costs for that case, regardless of 
whether the patient is transferred to a 
Medicare participating acute care 
hospital or a nonparticipating acute care 
hospital. A hospital that sends such a 
transfer to a CAH incurs similarly 
reduced costs, despite the fact that 
transfers to CAHs are not currently 
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included under the Medicare acute care 
transfer policy. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we proposed policy 
changes in order to avoid creating a 
financial incentive for an IPPS hospital 
to transfer cases to one type of provider 
versus another. A transfer decision 
should be made based on the clinical 
merits of the beneficiary’s situation and 
the transferring hospital’s capabilities. 
More pointedly, we want to avoid 
providing a Medicare participating 
acute care hospital with an incentive to 
transfer cases to a nonparticipating 
acute care hospital or a CAH. Without 
a policy change, these incentives still 
exist as payment issues relating to the 
IPPS transfer policy. With respect to 
nonparticipating acute care hospitals, it 
is frequently explained that the 
Medicare conditions of participation 
provide a certain minimum standard of 
care that beneficiaries can expect, and 
that Medicare does not make payments 
to nonparticipating acute care hospitals 
because these hospitals do not commit 
to adhering to these conditions of 
participation. As such, the lack of a 
policy with regard to transfers to 
nonparticipating acute care hospitals 
results in an inappropriate payment 
incentive. 

Accordingly, in order to further align 
the IPPS regulations relating to transfer 
of cases under § 412.4(b) with its 
original intent (that is, that a hospital’s 
payment should be commensurate with 
the resources it expends for the case), in 
the proposed rule (75 FR 23997 through 
23998), we proposed to add a new 
paragraph (b)(3) to § 412.4 to specify 
that an acute care hospital ‘‘transfer 
case’’ includes a transfer to an acute care 
hospital that would otherwise be 
eligible to be paid under the IPPS, but 
does not have an agreement to 
participate in the Medicare program, 
and a new paragraph (b)(4) to state that 
an acute care hospital ‘‘transfer’’ also 
includes a transfer to a CAH. 

We also stated that, under the 
proposed policy, hospitals would be 
required to use patient discharge status 
code ‘‘66’’ (Discharged/Transferred to a 
Critical Access Hospital) on IPPS claims 
to identify transfers to CAHs. For 
transfers to nonparticipating acute care 
hospitals, hospitals would be required 
to continue to use patient status code 
‘‘02’’ (Discharged/Transferred to a Short- 
Term General Hospital for Inpatient 
Care) on IPPS claims. We noted that the 
National Uniform Billing Committee 
(NUBC) periodically updates or changes 
patient status codes; therefore, hospitals 
should check NUBC guidance 
periodically to determine whether there 
have been any changes to these codes. 

Comment: One commenter asked 
whether there was an exemption from 
the policy for an acute care discharge to 
a SNF that was unrelated to the acute 
care inpatient stay. 

Response: We did not propose to 
make any changes to the postacute 
transfer policy with respect to acute care 
discharges to SNFs. Therefore, we 
consider this comment to be outside the 
scope of the proposed rule. However, 
we note that the statute governing the 
postacute transfer policy does not 
provide for an exemption for unrelated 
discharges to SNFs. In other words, a 
case involving a patient who is 
transferred from an acute care hospital 
to a SNF for the provision of skilled 
nursing services would be covered 
under the postacute transfer policy 
whether or not the services provided at 
the SNF were related to the services 
provided in the acute care hospital. 

Because we did not receive any other 
public comments on this proposal, we 
are adopting it as final, without 
modification. Specifically, we are 
adding a new paragraph (b)(3) to § 412.4 
to specify that an acute care hospital 
‘‘transfer case’’ includes a transfer to an 
acute care hospital that would otherwise 
be eligible to be paid under the IPPS, 
but does not have an agreement to 
participate in the Medicare program, 
and a new paragraph (b)(4) to state that 
an acute care hospital ‘‘transfer’’ also 
includes a transfer to a CAH. 

C. Rural Referral Centers (RRCs) 
(§ 412.96) 

Under the authority of section 
1886(d)(5)(C)(i) of the Act, the 
regulations at § 412.96 set forth the 
criteria that a hospital must meet in 
order to qualify under the IPPS as an 
RRC. For discharges that occurred 
before October 1, 1994, RRCs received 
the benefit of payment based on the 
other urban standardized amount rather 
than the rural standardized amount (as 
discussed in the FY 1993 IPPS final rule 
(59 FR 45404 through 45409)). Although 
the other urban and rural standardized 
amounts are the same for discharges 
occurring on or after October 1, 1994, 
RRCs continue to receive special 
treatment under both the DSH payment 
adjustment and the criteria for 
geographic reclassification. 

Section 402 of Public Law 108–173 
raised the DSH adjustment for RRCs 
such that they are not subject to the 12- 
percent cap on DSH payments that is 
applicable to other rural hospitals. RRCs 
are also not subject to the proximity 
criteria when applying for geographic 
reclassification. In addition, they do not 
have to meet the requirement that a 
hospital’s average hourly wage must 

exceed, by a certain percentage, the 
average hourly wage of the labor market 
area where the hospital is located. 

Section 4202(b) of Public Law 105–33 
states, in part, ‘‘[a]ny hospital classified 
as an RRC by the Secretary * * * for 
fiscal year 1991 shall be classified as 
such an RRC for fiscal year 1998 and 
each subsequent year.’’ In the August 29, 
1997 IPPS final rule with comment 
period (62 FR 45999), CMS reinstated 
RRC status for all hospitals that lost the 
status due to triennial review or MGCRB 
reclassification. However, CMS did not 
reinstate the status of hospitals that lost 
RRC status because they were now 
urban for all purposes because of the 
OMB designation of their geographic 
area as urban. Subsequently, in the 
August 1, 2000 IPPS final rule (65 FR 
47089), we indicated that we were 
revisiting that decision. Specifically, we 
stated that we would permit hospitals 
that previously qualified as an RRC and 
lost their status due to OMB 
redesignation of the county in which 
they are located from rural to urban, to 
be reinstated as an RRC. Otherwise, a 
hospital seeking RRC status must satisfy 
all of the other applicable criteria. We 
use the definitions of ‘‘urban’’ and 
‘‘rural’’ specified in subpart D of 42 CFR 
part 412. One of the criteria under 
which a hospital may qualify as an RRC 
is to have 275 or more beds available for 
use (§ 412.96(b)(1)(ii)). A rural hospital 
that does not meet the bed size 
requirement can qualify as an RRC if the 
hospital meets two mandatory 
prerequisites (a minimum CMI and a 
minimum number of discharges), and at 
least one of three optional criteria 
(relating to specialty composition of 
medical staff, source of inpatients, or 
referral volume). (We refer readers to 
§ 412.96(c)(1) through (c)(5) and the 
September 30, 1988 Federal Register (53 
FR 38513).) With respect to the two 
mandatory prerequisites, a hospital may 
be classified as an RRC if— 

• The hospital’s CMI is at least equal 
to the lower of the median CMI for 
urban hospitals in its census region, 
excluding hospitals with approved 
teaching programs, or the median CMI 
for all urban hospitals nationally; and 

• The hospital’s number of discharges 
is at least 5,000 per year, or, if fewer, the 
median number of discharges for urban 
hospitals in the census region in which 
the hospital is located. (The number of 
discharges criterion for an osteopathic 
hospital is at least 3,000 discharges per 
year, as specified in section 
1886(d)(5)(C)(i) of the Act.) 

1. Case-Mix Index (CMI) 
Section 412.96(c)(1) provides that 

CMS establish updated national and 
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regional CMI values in each year’s 
annual notice of prospective payment 
rates for purposes of determining RRC 
status. The methodology we used to 
determine the national and regional CMI 
values is set forth in the regulations at 
§ 412.96(c)(1)(ii). The national median 
CMI value for FY 2011 includes data 
from all urban hospitals nationwide, 
and the regional values for FY 2011 are 
the median CMI values of urban 
hospitals within each census region, 
excluding those hospitals with 
approved teaching programs (that is, 
those hospitals that train residents in an 
approved GME program as provided in 
§ 413.75). These values are based on 
dischares occurring during FY 2009 
(October 1, 2008 through September 30, 

2009), and include bills posted to CMS’ 
records through March 2010. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24000), we 
proposed that, in addition to meeting 
other criteria, if rural hospitals with 
fewer than 275 beds are to qualify for 
initial RRC status for cost reporting 
periods beginning on or after October 1, 
2010, they must have a CMI value for 
FY 2009 that is at least— 

• 1.5127; or 
• The median CMI value (not 

transfer-adjusted) for urban hospitals 
(excluding hospitals with approved 
teaching programs as identified in 
§ 413.75) calculated by CMS for the 
census region in which the hospital is 
located. (We refer readers to the table set 
forth in the FY 2011 IPPS/LTCH PPS 
proposed rule at 75 FR 24000.) 

Based on the latest available data (FY 
2009 bills received through March 
2010), in addition to meeting other 
criteria, if rural hospitals with fewer 
than 275 beds are to qualify for initial 
RRC status for cost reporting periods 
beginning on or after October 1, 2010, 
they must have a CMI value for FY 2009 
that is at least— 

• 1.5136; or 
• The median CMI value (not 

transfer-adjusted) for urban hospitals 
(excluding hospitals with approved 
teaching programs as identified in 
§ 413.75) calculated by CMS for the 
census region in which the hospital is 
located. 

The final median CMI values by 
region are set forth in the following 
table: 

Region Case-Mix 
index value 

1. New England (CT, ME, MA, NH, RI, VT) ........................................................................................................................................ 1.2993 
2. Middle Atlantic (PA, NJ, NY) ........................................................................................................................................................... 1.3582 
3. South Atlantic (DE, DC, FL, GA, MD, NC, SC, VA, WV) ............................................................................................................... 1.4567 
4. East North Central (IL, IN, MI, OH, WI) .......................................................................................................................................... 1.4251 
5. East South Central (AL, KY, MS, TN) ............................................................................................................................................. 1.3771 
6. West North Central (IA, KS, MN, MO, NE, ND, SD) ...................................................................................................................... 1.4407 
7. West South Central (AR, LA, OK, TX) ............................................................................................................................................ 1.5240 
8. Mountain (AZ, CO, ID, MT, NV, NM, UT, WY) ............................................................................................................................... 1.6204 
9. Pacific (AK, CA, HI, OR, WA) ......................................................................................................................................................... 1.4861 

A hospital seeking to qualify as an 
RRC should obtain its hospital-specific 
CMI value (not transfer-adjusted) from 
its fiscal intermediary or MAC. Data are 
available on the Provider Statistical and 
Reimbursement (PS&R) System. In 
keeping with our policy on discharges, 
the CMI values are computed based on 
all Medicare patient discharges subject 
to the IPPS MS–DRG-based payment. 

2. Discharges 

Section 412.96(c)(2)(i) provides that 
CMS set forth the national and regional 
numbers of discharges in each year’s 
annual notice of prospective payment 
rates for purposes of determining RRC 
status. As specified in section 

1886(d)(5)(C)(ii) of the Act, the national 
standard is set at 5,000 discharges. In 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24000 and 24001), we 
proposed to update the regional 
standards based on discharges for urban 
hospitals’ cost reporting periods that 
began during FY 2008 (that is, October 
1, 2007 through September 30, 2008), 
which were the latest cost report data 
available at the time the proposed rule 
was developed. 

Therefore, in the FY 2011 IPPS/LTCH 
PPS proposed rule, we proposed that, in 
addition to meeting other criteria, a 
hospital, if it is to qualify for initial RRC 
status for cost reporting periods 
beginning on or after October 1, 2010, 

must have, as the number of discharges 
for its cost reporting period that began 
during FY 2008, at least— 

• 5,000 (3,000 for an osteopathic 
hospital); or 

• The median number of discharges 
for urban hospitals in the census region 
in which the hospital is located. (We 
refer readers to the table set forth in the 
FY 2011 IPPS/LTCH PPS proposed rule 
at 75 FR 24001.) 

Based on the latest discharge data 
available at this time, that is, for cost 
reporting periods that began during FY 
2008, the final median numbers of 
discharges for urban hospitals by census 
region are set forth in the following 
table: 

Region Number of 
discharges 

1. New England (CT, ME, MA, NH, RI, VT) ........................................................................................................................................ 7,713 
2. Middle Atlantic (PA, NJ, NY) ........................................................................................................................................................... 11,346 
3. South Atlantic (DE, DC, FL, GA, MD, NC, SC, VA, WV) ............................................................................................................... 11,393 
4. East North Central (IL, IN, MI, OH, WI) .......................................................................................................................................... 9,232 
5. East South Central (AL, KY, MS, TN) ............................................................................................................................................. 7,016 
6. West North Central (IA, KS, MN, MO, NE, ND, SD) ...................................................................................................................... 8,159 
7. West South Central (AR, LA, OK, TX) ............................................................................................................................................ 7,081 
8. Mountain (AZ, CO, ID, MT, NV, NM, UT, WY) ............................................................................................................................... 9,282 
9. Pacific (AK, CA, HI, OR, WA) ......................................................................................................................................................... 8,622 
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We note that the median number of 
discharges for hospitals in each census 
region is greater than the national 
standard of 5,000 discharges. Therefore, 
5,000 discharges is the minimum 
criterion for all hospitals. 

We reiterate that, if an osteopathic 
hospital is to qualify for RRC status for 
cost reporting periods beginning on or 
after October 1, 2010, the hospital 
would be required to have at least 3,000 
discharges for its cost reporting period 
that began during FY 2008. 

D. Payment Adjustment for Low-Volume 
Hospitals (§ 412.101) 

1. Background 

As discussed in the June 2, 2010 
supplemental proposed rule (75 FR 
309023 through 30925), section 
1886(d)(12) of the Act, as added by 
section 406(a) of Public Law 108–173, 
provides for a payment adjustment to 
account for the higher costs per 
discharge for low-volume hospitals 
under the IPPS, effective beginning FY 
2005. Sections 3125 and 10314 of the 
Affordable Care Act amended the 
definition of a low-volume hospital 
under section 1886(d)(12)(C) of the Act. 
Sections 3125 and 10314 of the 
Affordable Care Act also revised the 
methodology for calculating the 
payment adjustment for low-volume 
hospitals. 

Prior to the amendments made by the 
Affordable Care Act, section 
1886(d)(12)(C)(i) of the Act defined a 
low-volume hospital as ‘‘a subsection (d) 
hospital (as defined in paragraph (1)(B)) 
that the Secretary determines is located 
more than 25 road miles from another 
subsection (d) hospital and that has less 
than 800 discharges during the fiscal 
year.’’ Section 1886(d)(12)(C)(ii) of the 
Act further stipulates that the term 
‘‘discharge’’ means ‘‘an inpatient acute 
care discharge of an individual 
regardless of whether the individual is 
entitled to benefits under Part A.’’ 
Therefore, the term ‘‘discharge’’ refers to 
total discharges, not merely Medicare 
discharges. Furthermore, under section 
406(a) of Public Law 108–173, which 
initially added subparagraph (12) to 
section 1886(d) of the Act, the provision 
requires the Secretary to determine an 
applicable percentage increase for these 
low-volume hospitals based on the 
‘‘empirical relationship’’ between ‘‘the 
standardized cost-per-case for such 
hospitals and the total number of 
discharges of such hospitals and the 
amount of the additional incremental 
costs (if any) that are associated with 
such number of discharges.’’ The statute 
thus mandates that the Secretary 
develop an empirically justifiable 

adjustment based on the relationship 
between costs and discharges for these 
low-volume hospitals. The statute also 
limits the adjustment to no more than 
25 percent. 

Based on an analysis we conducted 
for the FY 2005 IPPS final rule (69 FR 
49099 through 49102), a 25 percent low- 
volume adjustment to all qualifying 
hospitals with less than 200 discharges 
was found to be most consistent with 
the statutory requirement to provide 
relief to low-volume hospitals where 
there is empirical evidence that higher 
incremental costs are associated with 
low numbers of total discharges. In the 
FY 2006 IPPS final rule (70 FR 47432 
through 47434), we stated that a 
multivariate analyses supported the 
existing low-volume adjustment 
implemented in FY 2005. Therefore, the 
low-volume adjustment of an additional 
25 percent would continue to be 
provided for qualifying hospitals with 
less than 200 discharges. 

2. Temporary Changes for FYs 2011 and 
2012 

As stated above, section 1886(d)(12) 
of the Act was amended by sections 
3125 and 10314 of the Affordable Care 
Act. The changes made by these 
sections of the Affordable Care Act are 
effective only for discharges occurring 
during FYs 2011 and 2012. Beginning 
with FY 2013, the preexisting low- 
volume hospital payment adjustment 
and qualifying criteria, as implemented 
in FY 2005, will resume. 

Sections 3125(3) and 10314(1) of the 
Affordable Care Act amended the 
qualifying criteria for low-volume 
hospitals under section 1886(d)(12)(C)(i) 
of the Act to make it easier for hospitals 
to qualify for the low-volume 
adjustment. Specifically, the revised 
provision specifies that, for FYs 2011 
and 2012, a hospital qualifies as a low- 
volume hospital if it is ‘‘more than 15 
road miles from another subsection (d) 
hospital and has less than 1,600 
discharges of individuals entitled to, or 
enrolled for, benefits under Part A 
during the fiscal year.’’ In addition, 
section 1886(d)(12)(D) of the Act, as 
added by section 3125(4) and amended 
by section 10314 of the Affordable Care 
Act, provides that the payment 
adjustment (the applicable percentage 
increase) is to be determined ‘‘using a 
continuous linear sliding scale ranging 
from 25 percent for low-volume 
hospitals with 200 or fewer discharges 
of individuals entitled to, or enrolled 
for, benefits under Part A in the fiscal 
year to 0 percent for low-volume 
hospitals with greater than 1,600 
discharges of such individuals in the 
fiscal year.’’ 

Section 3125(3)(A) of the Affordable 
Care Act revised the distance 
requirement for FYs 2011 and 2012 from 
‘‘25 road miles’’ to ‘‘15 road miles’’ such 
that a low-volume hospital is required 
to be only more than 15 road miles, 
rather than more than 25 road miles, 
from another subsection (d) hospital for 
purposes of qualifying for the low- 
volume payment adjustment in FYs 
2011 and 2012. Therefore, in the June 2, 
2010 supplemental proposed rule, we 
proposed to revise our regulations at 42 
CFR 412.101(b)(2)(ii) to provide that, to 
qualify for the low-volume adjustment 
in FYs 2011 and 2012, a hospital must 
be located more than 15 road miles from 
the nearest subsection (d) hospital. The 
statute specifies the 15 mile distance in 
‘‘road miles.’’ The existing regulations at 
§ 412.101 also specify the current 25 
mile distance requirement in ‘‘road 
miles,’’ but do not provide a definition 
of the term ‘‘road miles.’’ In the June 2, 
2010 supplemental proposed rule, we 
proposed to define the term ‘‘road miles’’ 
consistent with the term ‘‘miles’’ as 
defined at § 412.92 for purposes of 
determining whether a hospital qualifies 
as a SCH. Specifically, § 412.92(c)(i) 
defines ‘‘miles’’ as ‘‘the shortest distance 
in miles measured over improved roads. 
An improved road for this purpose is 
any road that is maintained by a local, 
State, or Federal government entity and 
is available for use by the general 
public. An improved road includes the 
paved surface up to the front entrance 
of the hospital.’’ We noted that while the 
proposed change in the qualifying 
criteria from 25 to 15 road miles is 
applicable only for FYs 2011 and 2012, 
the proposed definition of ‘‘road miles’’ 
would continue to apply even after the 
distance requirement reverts to 25 road 
miles beginning in FY 2013. 

Sections 3125(3)(B) and 10314(1) of 
the Affordable Care Act revised the 
discharge requirement for FYs 2011 and 
2012 to less than 1,600 discharges of 
individuals entitled to, or enrolled for, 
benefis under Medicare Part A during a 
fiscal year. Prior to enactment of the 
Affordable Care Act, under section 
1886(d)(12) of the Act, as added by 
section 406(a) of Public Law 108–173, 
the discharge requirement to qualify as 
a low-volume hospital is less than 800 
total discharges annually, which 
includes discharges of both Medicare 
and non-Medicare patients. This 
discharge requirement will apply also 
for fiscal years after FY 2012. 

Section 226(a) of the Act provides that 
an individual is automatically ‘‘entitled’’ 
to Medicare Part A when the person 
reaches age 65 or becomes disabled, 
provided that the individual is entitled 
to Social Security benefits under section 
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202 of the Act. Once a person becomes 
entitled to Medicare Part A, the 
individual does not lose such 
entitlement simply because there is no 
Part A coverage of a specific inpatient 
stay. For example, a patient does not 
lose entitlement to Medicare Part A 
simply because the individual’s Part A 
hospital benefits have been exhausted; 
other items and services (for example, 
skilled nursing services) still might be 
covered under Part A, and the patient 
would qualify for an additional 90 days 
of Part A hospital benefits if at least 60 
days elapsed between the individual’s 
first and second hospital stay 
(§ 409.60(a) and (b)(1) and § 409.61(a)(1) 
and (c) of the regulations). 

In addition, beneficiaries who are 
enrolled in Medicare Advantage (MA) 
plans provided under Medicare Part C 
continue to meet all of the statutory 
criteria for entitlement to Part A benefits 
under section 226. First, in order to 
enroll in Medicare Part C, a beneficiary 
must be ‘‘entitled to benefits under Part 
A and enrolled under Part B’’ (section 
1852(a)(1)(B)(i) of the Act). There is 
nothing in the Act that suggests that 
beneficiaries who enroll in a Part C plan 
forfeit their entitlement to Part A 
benefits. Second, once a beneficiary 
enrolls in Part C, the MA plan must 
provide the beneficiary with the benefits 
to which the enrollee is entitled under 
Medicare Part A, even though it may 
also provide for additional 
supplemental benefits (section 
1852(a)(1)(A) of the Act). Third, under 
certain circumstances, Medicare Part A 
pays for care furnished to patients 
enrolled in Part C plans. For example, 
if, during the course of the year, the 
scope of benefits provided under 
Medicare Part A expands beyond a 
certain cost threshold due to 
Congressional action or a national 
coverage determination, Medicare Part 
A will pay the provider for the cost of 
those services directly (section 
1852(a)(5) of the Act). Similarly, 
Medicare Part A also pays for federally 
qualified health center services and 
hospice care furnished to MA patients 

(section 1853(a)(4) and (h)(2) of the Act). 
Thus, a patient enrolled in a Part C plan 
remains entitled to benefits under 
Medicare Part A. 

Accordingly, for purposes of 
determining the number of discharges 
for ‘‘individuals entitled to, or enrolled 
for, benefits under Part A,’’ we proposed 
to include all discharges associated with 
individuals entitled to Part A, including 
discharges of individuals whose 
inpatient benefits are exhausted or 
whose stay was not covered by 
Medicare and discharges of individuals 
enrolled in an MA plan under Medicare 
Part C. Because a hospital may only 
qualify for this adjustment if the 
hospital has fewer than 1,600 discharges 
for patients entitled to Part A, the 
hospital must submit a claim to 
Medicare on behalf of all Part A entitled 
individuals, including a no-pay claim 
for patients who are enrolled in Part C, 
in order for Medicare to assure that 
these discharges are included in the 
determination of whether the hospital 
has fewer than 1,600 discharges for 
patients entitled to Part A. 

Section 3125(4) of the Affordable Care 
Act added section 1886(d)(12)(D) to the 
Act, and section 10314(2) of the 
Affordable Care Act modified section 
1886(d)(12)(D) of the Act. Section 
1886(d)(12)(D) of the Act modified the 
methodology for calculating the 
payment adjustment under section 
1886(d)(12)(A) of the Act for low- 
volume hospitals for discharges 
occurring in FYs 2011 and 2012. For FY 
2010 and prior fiscal years, and 
beginning again in FY 2013, sections 
1886(d)(12)(A) and (B) of the Act require 
the Secretary to determine an applicable 
percentage increase for low-volume 
hospitals based on the ‘‘empirical 
relationship’’ between ‘‘the standardized 
cost-per-case for such hospitals and the 
total number of discharges of such 
hospitals and the amount of the 
additional incremental costs (if any) that 
are associated with such number of 
discharges.’’ The statute thus requires 
the Secretary to develop an empirically 
justifiable adjustment based on the 

relationship between costs and 
discharges for these low-volume 
hospitals. The statute also limits the 
adjustment to no more than 25 percent. 
Based on analyses we conducted for the 
FY 2005 IPPS final rule (69 FR 49099 
through 49102) and the FY 2006 IPPS 
final rule (70 FR 47432 through 47434), 
a 25 percent low-volume adjustment to 
all qualifying hospitals with less than 
200 discharges was found to be most 
consistent with the statutory 
requirement to provide relief to low- 
volume hospitals where there is 
empirical evidence that higher 
incremental costs are associated with 
low numbers of total discharges. 
However, section 1886(d)(12)(D) of the 
Act, as added by the Affordable Care 
Act, provides that, for discharges 
occurring in FYs 2011 and 2012, the 
Secretary shall determine the applicable 
percentage increase using a continuous, 
linear sliding scale ranging from an 
additional 25 percent payment 
adjustment for hospitals with 200 or 
fewer Medicare discharges to 0 percent 
additional payment for hospitals with 
more than 1,600 Medicare discharges. In 
the June 2, 2010 supplemental proposed 
rule (75 FR 30925), we proposed to 
apply this payment adjustment based on 
increments of 100 discharges (beginning 
with more than 200 discharges), with 
the applicable percentage increase 
decreasing linearly in equal amounts by 
1.6667 percent for every additional 100 
Medicare discharges, with no payment 
adjustment for hospitals with more than 
1,599 Medicare discharges. We did not 
propose an adjustment for a hospital 
with exactly 1,600 discharges because, 
as specified in section 1886(d)(12)(C)(i) 
of the Act, as amended, a hospital must 
have ‘‘less than’’ 1,600 discharges in 
order to qualify as a low-volume 
hospital. Consistent with the statute, we 
proposed that hospitals with 200 or 
fewer Medicare discharges would 
receive an applicable percentage 
increase of 25 percent. We proposed 
that the payment adjustment would be 
as determined below: 
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While we proposed to revise the 
qualifying criteria and the payment 
adjustment for low-volume hospitals for 
FYs 2011 and 2012, consistent with the 
amendments made by the Affordable 
Care Act, we noted that we did not 
propose to modify the process for 
requesting and obtaining the low- 
volume hospital payment adjustment. In 
order to qualify, a hospital must provide 
to its fiscal intermediary or MAC 
sufficient evidence to document that it 
meets the number of Medicare 
discharges and distance requirements. 
The fiscal intermediary or MAC will 
determine, based on the most recent 
data available, if the hospital qualifies 
as a low-volume hospital, so that the 
hospital will know in advance whether 
or not it will receive a payment 
adjustment and, if so, the add-on 
percentage. The fiscal intermediary or 
MAC and CMS may review available 
data, in addition to the data the hospital 
submits with its request for low-volume 
status, in order to determine whether or 
not the hospital meets the qualifying 
criteria. In the June 2, 2010 
supplemental proposed rule (75 FR 
30925), we also noted that currently a 
prior cost reporting period is used to 
determine if the hospital meets the 
discharge criteria to receive the low- 
volume payment adjustment in the 
current year. 

In the June 2, 2010 supplemental 
proposed rule (75 FR 30925), we also 
noted that as compared to the existing 
methodology for determining the 
payment adjustment for low-volume 
hospitals, no hospital would receive a 
lower payment adjustment under our 
proposed methodology for FYs 2011 and 

2012. Although the statute specifies 
that, for years other than FYs 2011 and 
2012, a hospital is a low-volume 
hospital if it has less than 800 
discharges, currently only hospitals 
with fewer than 200 discharges receive 
a payment adjustment, an additional 25 
percent, because the statute requires 
that the adjustment be empirically based 
to provide relief to low-volume 
hospitals where there is empirical 
evidence that higher incremental costs 
are associated with low numbers of total 
discharges. Consistent with section 
1886(d)(12)(D) of the Act, for FYs 2011 
and 2012, we indicated that under our 
proposal we would continue to pay 
hospitals with fewer than 200 
discharges a payment adjustment 
amount equal to an additional 25 
percent. 

We proposed to revise our regulations 
at § 412.101 to reflect our proposal 
outlined above. We also proposed a 
clarification to the existing regulations 
to indicate that a hospital must continue 
to qualify as a low-volume hospital in 
order to receive the payment adjustment 
in that year; that is, it is not based on 
a one-time qualification. Specifically, 
existing § 412.101(a)(3) states that ‘‘The 
fiscal intermediary makes the 
determination of the discharge count for 
purposes of determining a hospital’s 
qualification for the adjustment based 
on the hospital’s most recent submitted 
cost report.’’ This may mistakenly be 
interpreted to mean that once a hospital 
qualifies as a low-volume hospital, no 
further qualification is needed. 

Comment: Several commenters stated 
that the statute requires the low-volume 
payment adjustment to be made using a 

‘‘continuous linear sliding scale,’’ but 
that the proposed payment adjustments 
based on increments of 100 discharges 
are not continuous. The commenters 
requested the low-volume adjustment 
for FYs 2011 and 2012 be determined 
using a specific continuous, linear 
equation that they included in their 
comments. The commenters also stated 
that determining the payment 
adjustment using their submitted linear 
equation, rather than the proposed 100- 
discharge increments, would avoid a 
significant change in the payment 
adjustment for a hospital if the hospital 
experienced only a small change in its 
number of Medicare discharges from 
one year to the next. 

Response: We disagree with the 
commenters that our proposal to 
determine the low-volume payment 
adjustment for FYs 2011 and 2012 based 
on increments of 100 discharges does 
not meet the ‘‘continuous linear sliding 
scale’’ statutory requirement. Our 
proposed methodology provided for a 
continuous linearly decreasing 
adjustment in the amount of a fixed 
percentage for every additional 100 
Medicare discharges. However, after 
consideration of public comments 
regarding the ‘‘continuous linear sliding 
scale’’ specified by the statute for the 
low-volume payment adjustment for 
FYs 2011 and 2012, we agree that an 
adjustment based on the linear equation 
provided by the commenters would 
result in less fluctuation in the payment 
amount in situations in which the 
number of discharges varied slightly in 
both years. We believe this will assist 
hospitals in their annual fiscal planning. 
Therefore, in this final rule, we are 
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adopting the continuous linear sliding 
scale equation suggested by 
commenters, to determine the low- 
volume payment adjustment for FYs 
2011 and 2012 for eligible low-volume 
hospitals with Medicare discharges of 
more than 200 and less than 1,600 (that 
is, from 201 to 1,599 Medicare 
discharges). Consistent with the statute 
and as we proposed, for FYs 2011 and 
2012 for eligible low-volume hospitals 
with 200 or fewer Medicare discharges, 
we are finalizing a low-volume payment 
adjustment of 25 percent. Therefore, 
under new § 412.101(c)(2), for FYs 2011 
and 2012, the low-volume adjustment 
will be determined as follows: 

• Low-volume hospitals with 200 or 
fewer Medicare discharges will receive 
a low-volume adjustment of an 
additional 25 percent for each 
discharge. 

• Low-volume hospitals with 
Medicare discharges of more than 200 
and fewer than 1,600 will receive for 
each discharge a low-volume 
adjustment of an additional percent 
calculated using the formula: [(4/ 
14)¥(Medicare discharges/5600)]. 

Commenters have suggested that the 
correct formula to apply the linear scale 
specified in section 1886(d)(12)(D) of 
the Act is (4/14)¥(Medicare discharges/ 
5600). This mathematical interpretation 
is consistent with the plain language of 
section 1886(d)(12)(D) of the Act. For 
qualifying hospitals with fewer than 
1,600 Medicare discharges but more 
than 200 Medicare discharges, the low- 
volume add-on payment is calculated by 
subtracting from 25 percent the 
proportion of payments associated with 
the Medicare discharges in excess of 
200. That proportion is calculated by 
multiplying the Medicare discharges in 
excess of 200 by a fraction that is equal 
to the maximum available add-on 
payment (25 percent) divided by a 

number represented by the range of 
Medicare discharges for which this 
policy applies (1,600 minus 200, or 
1,400). 

In other words, for qualifying 
hospitals with fewer than 1,600 
Medicare discharges but more than 200 
Medicare discharges, the add-on 
payment is calculated using the 
following formula: 
Low volume add-on payment = 

0.25¥[(0.25/1400)*(Number of 
Medicare discharges¥200)] = (4/ 
14)¥(Medicare discharges/5600). 

Our proposal had been to apply this 
formula through use of a linear scale 
that represented this formula for every 
100 discharges. In light of the 
commenters’ suggestion, we will apply 
this formula for each discharge. We 
believe this is an equally appropriate 
application of the statutory provision 
and that it creates a more precise 
calculation for the add-on payment. 

As we proposed and described in 
greater detail above, in this final rule, 
we are revising the regulations to 
specify at § 412.101(a) that ‘‘Medicare 
discharges’’ means a discharge of 
inpatients entitled to Medicare Part A, 
including discharges associated with 
individuals whose inpatient benefits are 
exhausted or whose stay was not 
covered by Medicare and also 
discharges of individuals enrolled in a 
MA organization under Medicare Part C. 
As stated above, beginning with FY 
2013, that is, with discharges occurring 
on or after October 1, 2012, the existing 
low-volume hospital payment 
adjustment and qualifying criteria as 
implemented in FY 2005 will resume. 

Comment: A few commenters asked 
for clarification regarding what is 
required of the hospital in order to 
receive the low-volume adjustment for 
FYs 2011 and 2012, that is, what is the 

process, what documentation is 
required to verify Medicare discharges, 
which data will be used, and can the 
distance from comparable hospitals be 
documented with Web-based tools such 
as MapQuest. 

Response: In order to determine the 
low-volume adjustment for FYs 2011 
and 2012, CMS will determine the 
number of Medicare discharges from the 
most recent available Medicare 
discharge data from the MedPAR files. 
These data will provide the number of 
discharges for individuals that are 
entitled to or enrolled for Medicare Part 
A, as required by statute. As noted 
elsewhere in this final rule, the 
MedPAR discharge data now include 
discharges for individuals enrolled in a 
MA organization under Medicare Part C 
and discharges for patients who are 
entitled to Medicare Part A, but whose 
Part A inpatient benefits have been 
exhausted or whose stay was not 
covered by Medicare. Therefore, for FY 
2011, the low-volume payment 
adjustment will be determined using 
Medicare discharge data for FY 2009 
from the March 2010 update of the 
MedPAR files, as these are the most 
recent available data. (We expect to use 
Medicare claims data for FY 2010 to 
determine the low-volume payment 
adjustment for FY 2012, as these will be 
the most recent available data at that 
time.) 

Below we are providing a chart that 
lists the hospitals with fewer than 1,600 
Medicare discharges based on the March 
2010 update of the FY 2009 MedPAR 
files. Eligibility for the low-volume 
payment adjustment for FY 2011 and FY 
2012 is also dependent upon meeting 
the mileage criteria specified at 
§ 412.101(b)(2)(ii), as finalized in this 
final rule. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We note that this list of hospitals with 
fewer than 1,600 Medicare discharges 
does not reflect whether or not the 
hospital meets the mileage criterion, 
that is, the hospital also must be located 
more than 15 road miles from any other 
IPPS hospital. In order to receive the 
applicable low-volume percentage add- 
on payment, a hospital must notify and 
provide documentation to its fiscal 
intermediary or MAC that it meets this 
mileage criterion. The use of a Web- 
based mapping tool, such as MapQuest, 
as part of documenting that the hospital 
meets the mileage criterion for low- 
volume hospitals is acceptable. The 
fiscal intermediary or MAC will 
determine if the information submitted 
by the hospital, such as the name and 
street address of the nearest hospitals, 
location on a map, and distance (in road 
miles, as defined in the regulations at 
§ 412.101(a)) from the hospital 
requesting low-volume hospital status, 
is sufficient to document that it meets 

the mileage criterion. If not, the fiscal 
intermediary or MAC will follow up 
with the hospital in order to obtain 
additional necessary information to 
determine whether or not the hospital 
meets the low-volume mileage criterion. 
The fiscal intermediary or MAC will 
refer to the hospital’s Medicare 
discharge data determined by CMS (as 
shown in the chart above for FY 2011 
and posted on the CMS Web site at: 
http://www.cms.gov) to determine 
whether or not the hospital meets the 
discharge criterion, and the amount of 
the payment adjustment, once it is 
determined that both the mileage and 
discharge criteria are met. The Medicare 
discharge data shown in the chart 
above, as well as the Medicare discharge 
data for all hospitals with claims in the 
March 2010 update of the FY 2009 
MedPAR files, also will be available on 
the CMS Web site for hospitals to check 
their Medicare discharges to help them 
to decide whether or not to apply for 

low-volume hospital status. We are 
revising the regulations at § 412.101(b) 
to reflect the policy of basing the 
discharge criterion for FYs 2011 and 
2012 (using Medicare discharges) on the 
most recently available MedPAR data. 
We will continue to base the discharge 
criterion (using total discharges, 
Medicare and non-Medicare) on the 
hospital’s most recently submitted cost 
report data, as we do under the existing 
policy, for FY 2005 through FY 2010 
and FY 2013 and subsequent fiscal 
years. 

For FY 2011, the hospital should 
make its request for low-volume 
hospital status in writing to its fiscal 
intermediary or MAC by September 1, 
2010, so that the applicable low-volume 
percentage add-on will be applied to 
payments for its discharges beginning 
on or after October 1, 2010. For FY 
2012, a hospital that qualified for the 
low-volume adjustment in FY 2011 may 
continue to receive the add-on payment, 
without reapplying, if it continues to 
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meet the Medicare discharge criterion 
based on the latest available MedPAR 
data. However, the hospital must verify 
in writing to its fiscal intermediary or 
MAC that it continues to be more than 
15 miles from any other IPPS hospital. 
(As noted above, we expect Medicare 
claims data from FY 2010 to be available 
to determine the low-volume payment 
adjustment for FY 2012.) A hospital that 
was not a low-volume hospital in FY 
2011, and believes it meets the 
discharge and mileage criterion for FY 
2012, should make its request in 
writing, with documentation that it 
meets the mileage criterion, to its fiscal 
intermediary or MAC by September 1, 
2011, in order for the applicable low- 
volume percentage add-on to be applied 
beginning with discharges on or after 
October 1, 2011. 

Comment: A few commenters 
requested clarification regarding the 
application of the low-volume payment 
adjustment at section 1886(d)(12) of the 
Act to SCHs and MDHs, given that these 
types of hospitals are also subsection (d) 
hospitals. These commenters also 
requested that CMS explicitly state that 
the applicable low-volume percentage 
add-on is applied to an SCH’s or a 
MDH’s payments at the Federal rate or 
the hospital-specific rate. 

Response: Section 1886(d)(12)(C)(i) 
defines a low-volume hospital, in part, 
as a ‘‘subsection (d) hospital.’’ SCHs and 
MDHs are ‘‘subsection (d) hospitals’’ 
although they can be paid under a 
hospital-specific rate instead of under 
the Federal standardized amount under 
the IPPS. As subsection (d) hospitals, 
SCHs and MDHs are eligible to receive 
the low-volume adjustment if the 
hospital meets the discharge and 
mileage criteria. Section 1886(d)(12)(A) 
states that the applicable low-volume 
percentage add-on payment will be ‘‘[i]n 
addition to any payments calculated 
[under section 1886]’’. For SCHs and 
MDHs, payment under section 1886 is 
determined using either the Federal rate 
or the hospital-specific rate, whichever 
results in a greater payment. 

After consideration of the public 
comments we received, we are adopting 
the continuous linear sliding scale 
equation set forth by commenters to 
determine the low-volume payment 
adjustment for FYs 2011 and 2012 for 
eligible low-volume hospitals with 
Medicare discharges of more than 200 
and less than 1,600 (that is, from 201 to 
1,599 Medicare discharges), and we 
have modified § 412.101(c)(2) of the 
regulations in this final rule 
accordingly. We are revising § 412.101 
to reflect the final changes as discussed 
above. In addition, we note that we are 
making structural changes to the final 

regulation text at § 412.101 as compared 
to the proposed regulation text at 
§ 412.101(for example, we are 
combining proposed paragraph 
(b)(2)(iii) into paragraph (b)(2)(i) to more 
concisely reflect the final policy that we 
are establishing in this final rule). 

E. Indirect Medical Education (IME) 
Adjustment (§ 412.105) 

1. Background 

Section 1886(d)(5)(B) of the Act 
provides for an additional payment 
amount under the IPPS for hospitals 
that have residents in an approved 
graduate medical education (GME) 
program in order to reflect the higher 
indirect patient care costs of teaching 
hospitals relative to nonteaching 
hospitals. The regulations regarding the 
calculation of this additional payment, 
known as the indirect medical 
education (IME) adjustment, are located 
at § 412.105. 

Public Law 105–33 (BBA 1987) 
established a limit on the number of 
allopathic and osteopathic residents that 
a hospital may include in its full-time 
equivalent (FTE) resident count for 
direct GME and IME payment purposes. 
Under section 1886(h)(4)(F) of the Act, 
for cost reporting periods beginning on 
or after October 1, 1997, a hospital’s 
unweighted FTE count of residents for 
purposes of direct GME may not exceed 
the hospital’s unweighted FTE count for 
its most recent cost reporting period 
ending on or before December 31, 1996. 
Under section 1886(d)(5)(B)(v) of the 
Act, a similar limit on the FTE resident 
count for IME purposes is effective for 
discharges occurring on or after October 
1, 1997. 

2. IME Adjustment Factor for FY 2011 

The IME adjustment to the MS–DRG 
payment is based in part on the 
applicable IME adjustment factor. The 
IME adjustment factor is calculated by 
using a hospital’s ratio of residents to 
beds, which is represented as r, and a 
formula multiplier, which is 
represented as c, in the following 
equation: c × [{1 + r}.405

¥ 1]. The 
formula is traditionally described in 
terms of a certain percentage increase in 
payment for every 10-percent increase 
in the resident-to-bed ratio. 

Section 502(a) of Public Law 108–173 
modified the formula multiplier (c) to be 
used in the calculation of the IME 
adjustment. Prior to the enactment of 
Public Law 108–173, the formula 
multiplier was fixed at 1.35 for 
discharges occurring during FY 2003 
and thereafter. In the FY 2005 IPPS final 
rule, we announced the schedule of 
formula multipliers to be used in the 

calculation of the IME adjustment and 
incorporated the schedule in our 
regulations at § 412.105(d)(3)(viii) 
through (d)(3)(xii). Section 502(a) 
modified the formula multiplier 
beginning midway through FY 2004 and 
provided for a new schedule of formula 
multipliers for FYs 2005 and thereafter 
as follows: 

• For discharges occurring on or after 
April 1, 2004, and before October 1, 
2004, the formula multiplier is 1.47. 

• For discharges occurring during FY 
2005, the formula multiplier is 1.42. 

• For discharges occurring during FY 
2006, the formula multiplier is 1.37. 

• For discharges occurring during FY 
2007, the formula multiplier is 1.32. 

• For discharges occurring during FY 
2008 and fiscal years thereafter, the 
formula multiplier is 1.35. 

Accordingly, for discharges occurring 
during FY 2011, the formula multiplier 
is 1.35. We estimate that application of 
this formula multiplier for the FY 2011 
IME adjustment will result in an 
increase in IPPS payment of 5.5 percent 
for every approximately 10-percent 
increase in the hospital’s resident-to-bed 
ratio. 

3. IME-Related Changes in Other 
Sections of this Final Rule 

We refer readers to section IV.H.2. 
and IV.H.3. of the preamble of this final 
rule for a discussion of changes to the 
policies for identifying ‘‘approved 
medical residency programs’’ and the 
electronic submission of Medicare GME 
affiliation agreements. 

F. Payment Adjustment for Medicare 
Disproportionate Share Hospitals 
(DSHs): Supplemental Security Income 
(SSI) Fraction (§ 412.106) 

1. Background 
Section 1886(d)(5)(F) of the Act 

provides for additional Medicare 
payments to subsection (d) hospitals 
that serve a significantly 
disproportionate number of low-income 
patients. The Act specifies two methods 
by which a hospital may qualify for the 
Medicare disproportionate share 
hospital (DSH) adjustment. Under the 
first method, hospitals that are located 
in an urban area and have 100 or more 
beds may receive a Medicare DSH 
payment adjustment if the hospital can 
demonstrate that, during its cost 
reporting period, more than 30 percent 
of its net inpatient care revenues are 
derived from State and local 
government payments for care furnished 
to needy patients with low incomes. 
This method is commonly referred to as 
the ‘‘Pickle method.’’ 

The second method for qualifying for 
the DSH payment adjustment, which is 
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the most common, is based on a 
complex statutory formula under which 
the DSH payment adjustment is based 
on the hospital’s geographic 
designation, the number of beds in the 
hospital, and the level of the hospital’s 
disproportionate patient percentage 
(DPP). A hospital’s DPP is the sum of 
two fractions: the ‘‘Supplemental 
Security Income (SSI) fraction’’ and the 
‘‘Medicaid fraction.’’ The SSI fraction 
(also known as the ‘‘SSI ratio’’ or the 
‘‘Medicare fraction’’) is computed by 
dividing the number of the hospital’s 
inpatient days that are furnished to 
patients who were entitled to both 
Medicare Part A (including patients 
who are enrolled in a Medicare 
Advantage (Part C) plan) and SSI 
benefits by the hospital’s total number 
of patient days furnished to patients 
entitled to benefits under Medicare Part 
A (including patients who are enrolled 
in a Medicare Advantage (Part C) plan). 
The Medicaid fraction is computed by 
dividing the hospital’s number of 
inpatient days furnished to patients 
who, for such days, were eligible for 
Medicaid, but were not entitled to 
benefits under Medicare Part A, by the 
hospital’s total number of inpatient days 
in the same period. 

Because the DSH payment adjustment 
is part of the IPPS, the DSH statutory 
references (under section 1886(d)(5)(F) 
of the Act) to ‘‘days’’ apply only to 
hospital acute care inpatient days. 
Regulations located at 42 CFR 412.106 
govern the Medicare DSH payment 
adjustment and specify how the DPP is 
calculated as well as how beds and 
patient days are counted in determining 
the DSH payment adjustment. Under 
§ 412.106(a)(1)(i), the number of beds for 
the Medicare DSH payment adjustment 
is determined in accordance with bed 
counting rules for the IME adjustment 
under § 412.105(b). 

2. CMS’ Current Data Matching Process 
for the SSI Fraction 

As we discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24002), 
from the inception of the Medicare DSH 
adjustment in 1986, CMS (formerly 
HCFA) has calculated the SSI fraction 
for each acute care hospital paid under 
the IPPS. This fraction, in combination 
with the Medicaid fraction, is used to 
determine whether the provider 
qualifies for a DSH payment adjustment 
and the amount of any such payment 
(51 FR 16772, 16777, May 6, 1986 
interim final rule). In determining the 
number of inpatient days for individuals 
entitled to both Medicare Part A and 
SSI, as required for calculation of the 
numerator of the SSI fraction, CMS 
matches the Medicare records and SSI 

eligibility records for each hospital’s 
patients during the Federal fiscal year, 
unless the provider requests calculation 
of the SSI fraction on a cost reporting 
period basis (in which case the provider 
would receive its SSI fraction based on 
its own cost reporting period). The data 
underlying the match process are drawn 
from: (a) The Medicare Provider 
Analysis and Review (MedPAR) data 
file; and (b) SSI eligibility data provided 
by the Social Security Administration 
(SSA). CMS has matched Medicare and 
SSI eligibility records using Title II 
numbers (included in the SSI records) 
and Health Insurance Claims Account 
Numbers (HICANs) (contained in the 
MedPAR file). Below we provide a more 
detailed description of both a Title II 
number and a HICAN. 

Title II Number: If a person qualifies 
for retirement or disability benefits 
under Title II of the Act (42 U.S.C. 401 
et seq.), SSA assigns a ‘‘Title II number’’ 
to the individual. If the Title II 
beneficiary’s own earnings history (or 
the individual’s disability) were the 
basis for such benefits, the person’s 
Social Security number (SSN) would 
constitute the ‘‘root’’ of the individual’s 
Title II number. However, if the person’s 
Title II benefits were based on the 
earnings history of another individual 
(for example, a spouse), that other 
person’s SSN would provide the root for 
the beneficiary’s Title II number. In 
addition to a root SSN, each Title II 
number ends with a Beneficiary 
Identification Code (BIC) that identifies 
the basis for an individual’s entitlement 
to benefits. For example, a person who 
becomes eligible for benefits under his 
or her own account would be described 
by his or her SSN followed by the BIC 
‘‘A’’ whereas a wife who becomes 
eligible for benefits under her husband’s 
account would be described by his SSN 
followed by the BIC ‘‘B.’’ Children who 
become eligible under a parent’s 
account would be described by the 
parent’s SSN followed by the BIC ‘‘C1,’’ 
‘‘C2,’’ etc. 

HICAN: When a person becomes 
entitled to Medicare benefits, he or she 
is assigned a HICAN for purposes of 
processing claims submitted on his or 
her behalf for Medicare services. A 
beneficiary’s HICAN (which may not 
necessarily contain his or her SSN) is 
included on the Medicare inpatient 
hospital claim. 

Each HICAN for a beneficiary should 
be identical, at the same point in time, 
to that individual’s Title II number. This 
is because HICANs and Title II numbers 
are both assigned on the basis of the 
same data source, the SSA-maintained 
Master Beneficiary Record, and by using 
the same rules (that is, the rules for 

determining which person’s SSN will 
serve as the root for an individual’s 
HICAN and Title II number and for 
determining the BIC for both types of 
numbers). 

We note that a person’s Title II 
number and HICAN can change over 
time. For example, if the individual’s 
entitlement to Title II and Medicare 
benefits was originally based on the 
earnings history of a first spouse, but the 
beneficiary later qualified for such 
benefits on the basis of a second 
spouse’s earnings history, the 
beneficiary’s HICAN and Title II number 
would change accordingly. Specifically, 
the first spouse’s SSN would be the root 
of the beneficiary’s original HICAN and 
Title II number; later, the second 
spouse’s SSN would become the root of 
the beneficiary’s second HICAN and 
Title II number. 

The SSI eligibility data that CMS 
receives from SSA contain monthly 
indicators to denote which month(s) 
each person was eligible for SSI benefits 
during a specific time period. The 
current matching process uses only one 
Title II number (which is included in 
the SSI file) and one HICAN (found in 
the MedPAR file) for each beneficiary. 
In the current matching process, CMS 
has used the HICAN because it is the 
patient identifier that is provided by 
hospitals on the Medicare claim. 
Because SSNs are not included on 
Medicare inpatient claims, CMS has not 
historically used SSNs in the match 
process. 

For a given fiscal year, CMS 
determines the numerator of the 
hospital’s SSI fraction (that is, the 
number of the hospital’s inpatient days 
for all of its patients who were 
simultaneously entitled to Medicare 
Part A benefits and SSI benefits) by 
calculating the sum of the number of the 
hospital’s inpatient days that are 
associated with all of the identical Title 
II numbers and HICANs for the 
hospital’s claims that are found through 
the data matching process. In turn, CMS 
determines the denominator of the 
hospital’s SSI fraction by calculating the 
sum of the number of the hospital’s 
inpatient days for patients entitled to 
benefits under Medicare Part A 
(regardless of SSI eligibility) that are 
included in the hospital’s inpatient 
claims for the period. 

3. Baystate Medical Center v. Leavitt 
Court Decision 

In Baystate Medical Center v. Leavitt, 
545 F. Supp. 2d 20, as amended, 587 F. 
Supp. 2d 37, 44 (D.D.C. 2008), the 
district court concluded that, in certain 
respects, CMS’ current matching process 
(as described above) did not use the 
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‘‘best available data’’ to match Medicare 
patient day information with SSI 
eligibility data when calculating the 
plaintiff’s SSI fractions for FYs 1993 
through 1996. Specifically, the court 
found that: 

• Stale SSI Records and Forced Pay 
SSI Records. For the earliest years in 
question in Baystate, the SSI eligibility 
data did not include ‘‘stale’’ records— 
that is, records for individuals whose 
SSI records were no longer active from 
SSA’s perspective. (We note that it is 
our understanding that, as of the year 
2000, SSA no longer differentiates 
between inactive and active records and 
therefore, no longer uses the ‘‘stale 
record’’ indicator in its databases.) The 
court also found that the SSI data file 
only included SSI eligibility 
information for SSI payments that were 
automated (as opposed to manual), 
thereby excluding those people who, for 
whatever reason, received manual or 
‘‘forced pay’’ payments. Baystate, 545 F. 
Supp. 2d at 44–46. 

• Match Based on Only One Title II 
Number and One HICAN. The court 
found fault with CMS’ use of only a 
single Title II number and one HICAN 
in the match process. As a beneficiary 
may receive SSI and Medicare Part A 
benefits under more than one Title II 
number and HICAN over a period of 
time, CMS would not have matched a 
beneficiary’s records if there had been a 
change in the person’s Title II number 
and HICAN between the time of an 
inpatient stay and when the match 
process was completed. Baystate, 545 F. 
Supp. 2d at 46–49. 

• Retroactive SSI Eligibility 
Determinations and Lifting of Payment 
Suspensions. The court found that the 
match process did not appropriately 
account for retroactive eligibility 
determinations of SSI eligibility and the 
lifting of payment suspensions because 
the match process used SSI eligibility 
data that did not include more recent 
retroactive determinations of SSI 
eligibility and the lifting of SSI payment 
suspensions. By not using more recent 
SSI eligibility information that was 
available to CMS at the time of the 
hospital’s cost report settlement, the 
court concluded that CMS did not use 
the ‘‘best available data’’ to calculate the 
provider’s SSI fraction. Baystate, 545 F. 
Supp. 2d at 42–44. 

CMS continues to believe that its 
current data matching process and the 
resultant SSI fraction and DSH 
payments were lawful. Nonetheless, the 
agency did not appeal the Baystate 
decision. Accordingly, CMS 
implemented the court’s decision by 
recalculating the plaintiff’s SSI fractions 
for 1993 through 1996. In recalculating 

the SSI fractions at issue in the Baystate 
case, we worked closely with SSA to 
ensure that stale and forced pay SSI 
records were included in the SSI 
eligibility data. Also, we used a revised 
data matching process (described in 
more detail below) that comports with 
the court’s decision. As the revised data 
matching process was completed using 
SSI eligibility data compiled between 13 
and 16 years beyond the fiscal years at 
issue in the Baystate case, we believe 
any issues associated with retroactive 
determinations of SSI eligibility and the 
lifting of payment suspensions had been 
long since resolved. Furthermore, 
because we believe that the revised 
match process used to implement the 
Baystate decision addressed all of the 
concerns found by the court, in the FY 
2011 IPPS/LTCH PPS proposed rule we 
proposed to use the same revised data 
matching process for calculating 
hospitals’ SSI fractions for FY 2011 and 
subsequent fiscal years. 

4. CMS’ Process for Matching Medicare 
and SSI Eligibility Data 

a. Inclusion of Stale Records and Forced 
Pay Records in the SSI Eligibility Data 
Files 

In recalculating the SSI fractions at 
issue in the Baystate case, stale records 
and forced pay records were included in 
the SSI eligibility data files that CMS 
used in the revised data match for the 
four fiscal years at issue. All SSI 
payment records, whether the payments 
were automated or manual or were for 
an individual whose record was active 
or stale, are now included in the data 
files provided by SSA and will continue 
to be included in the future. 

b. Use of SSNs in the Revised Match 
Process 

As indicated above, the current 
matching process only uses one Title II 
number and one HICAN in the data 
match process. As we discussed in the 
FY 2011 IPPS/LTCH PPS proposed rule, 
by contrast, our revised match process 
would make use of the Medicare 
Enrollment Database (EDB), which is 
CMS’ system of records for all 
individuals who have ever been 
enrolled in Medicare. The EDB includes 
SSNs as well as all of an individual’s 
HICANs. In our proposed revised match 
process, the individual’s SSN, contained 
in the SSI eligibility data file, would be 
compared to the SSNs in the Medicare 
EDB, and each matched SSN would 
then be ‘‘cross-walked’’ within the EDB 
to find any and all HICANs associated 
with the individual’s SSN. The resulting 
HICANs would then be matched against 

those HICANs contained in the MedPAR 
claims data files. 

As stated in the proposed rule, before 
explaining our proposed revised match 
process in more detail, we believe it is 
appropriate to provide some background 
regarding SSNs and the three databases 
that would be used in our proposed 
match process. An individual should 
have only one SSN, which should be 
unique to that individual. The SSN may 
be assigned by SSA when the individual 
begins gainful employment (if not 
earlier). However, if an applicant for SSI 
benefits does not already have a SSN, 
SSA then assigns a SSN to the person. 
Thus, in the SSI eligibility data that SSA 
provides to CMS, each individual 
identified in those data should have a 
unique SSN. 

The first database that we proposed to 
use in our revised match process was 
the SSI eligibility data file, which 
contains a unique SSN for every SSI 
record and could include as many as 10 
different historical Title II numbers for 
the records related to one individual. 
We proposed to use 10 as the maximum 
number of Title II numbers for a 
beneficiary because that is likewise the 
maximum number of HICANs that can 
be attributed to any one individual in 
our EDB. However, we noted that, as a 
practical matter, the greatest number of 
historical HICANs associated with any 
beneficiary appears to be 7. The SSI 
eligibility file serves as the system of 
record for whether or not SSA made a 
payment of SSI benefits to an individual 
who applied for SSI benefits. 

The second relevant database, the 
Medicare EDB, contains a SSN for 
virtually every record in the EDB. 
Furthermore, the EDB has the capacity 
to hold up to 10 historical HICANs for 
a specific Medicare enrollee. (It is 
important to note that, of the more than 
100 million records in the EDB, less 
than 0.07 percent (that is, fewer than 7 
of every 10,000 records) relate to 
individuals for whom the EDB does not 
include a SSN for the person. The EDB 
might not include a SSN for an 
individual if, for example, the person 
lives in another country but is entitled 
to Medicare benefits through his or her 
spouse.) 

The third relevant database that we 
proposed to use in our revised match 
process was the MedPAR file. Hospitals 
submit claims to Medicare for inpatient 
services provided to Medicare 
beneficiaries. These claims are 
eventually accumulated in the MedPAR 
database. We noted that the MedPAR 
database does not contain SSNs. The 
MedPAR database contains one HICAN 
number for each and every record of 
services provided to a Medicare 
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beneficiary who was admitted to a 
Medicare-certified hospital or skilled 
nursing facility. This database allows us 
to calculate the number of Medicare 
inpatient hospital days, which we use in 
determining each hospital’s DSH SSI 
fraction. 

Utilizing the steps set forth below, in 
the proposed rule, we proposed to use 
these three databases in a revised match 
process for FY 2011 and subsequent 
fiscal years: 

Step 1—Use SSNs to find any and all 
relevant HICANs. We proposed to use 
the SSI eligibility file provided by SSA 
to compare the individual SSNs in that 
file to the SSNs contained in the 
Medicare EDB. Each matched SSN 
would then be ‘‘cross-walked’’ (within 
the EDB) to find any and all HICANs 
associated with the individual’s SSN. 
The resulting HICANs would then be 
matched against those HICANs 
contained in the MedPAR claims data 
files. This process should identify all 
relevant SSI records in which a SSN is 
associated with an individual who is 
simultaneously enrolled in Medicare 
Part A and in the SSI program. 

Step 2—Utilize any and all Title II 
numbers. In order to provide further 
assurance that all of the Title II numbers 
and HICANs for SSI-eligible individuals 
have been identified, next we proposed 
to compare the complete list of Title II 
numbers from the SSI data file (up to 10 
Title II numbers for any one individual) 
to the list of HICANs generated through 
Step 1 above. If the SSI data file 
includes any Title II numbers that were 
not already identified in Step 1, the 
Title II number would be included in 
our revised match process and 
compared to any and all HICANs in 
MedPAR. We noted that by including 
this second step (that is, adding all Title 
II numbers not previously identified by 
Step 1), we were addressing the very 
small universe of individuals for whom 
the EDB does not include a SSN. If an 
individual is entitled to SSI benefits and 
Medicare benefits, the new format of the 
SSI eligibility file will contain up to 10 
Title II numbers and, if they have not 
already been captured, each of those 
numbers will be included in our revised 
match process. Even if an individual 
does not have a SSN in the EDB, this 
second step should ensure that our 
revised match process will include that 
individual. 

Step 3—Ensure consistency between 
the HICANs in the EDB, Title II 
numbers, and the HICANs in the 
MedPAR file. The EDB stores the 
beneficiary’s record at the most specific 
level of detail. For example, if the 
beneficiary’s Medicare eligibility was 
originally based on the earnings history 

of a spouse who subsequently dies, the 
beneficiary would have two HICANs. 
Both HICANs, which would have the 
same root, but different BICs, would be 
stored in the EDB. However, the 
inpatient claim in the MedPAR file will 
only have the individual’s HICAN at a 
more general level of detail; in the 
preceding example, the BIC would 
identify the beneficiary only as a spouse 
without specifying whether the spouse 
(that is, the ‘‘primary’’ beneficiary) was 
alive or deceased. This third step should 
ensure consistency between the HICANs 
from Step 1 and the Title II numbers 
from Step 2 by ‘‘equating’’ (or 
converting) the BIC identifiers to the 
identifiers that are on the inpatient 
claim that is included in the MedPAR 
file. In addition, we proposed that, for 
any SSI-eligible beneficiary who is 
receiving Medicare benefits based on his 
or her own account but whose records 
have not been matched already, we 
would attempt to match the 
beneficiary’s HICAN in the MedPAR 
file. Specifically, we proposed to simply 
add an ‘‘A’’ to all the SSNs in the SSI 
eligibility data file so that, if that 
individual was not captured by Steps 1 
and 2 above (for whatever unlikely 
reason) but MedPAR indicated that the 
person had received Medicare services, 
the individual would be included in the 
data match process by this third step. 

Step 4—Calculate the SSI fraction. We 
did not propose any changes with 
respect to the final step in determining 
the SSI fraction. To calculate the 
numerator of the SSI fraction, CMS 
would continue to sum a hospital’s 
Medicare inpatient days in the acute 
care part of the hospital (excluding 
IPPS-exempt units such as rehabilitation 
and psychiatric units) where the 
Medicare beneficiary was 
simultaneously entitled to SSI benefits. 
To calculate the denominator, CMS 
would continue to sum a hospital’s total 
Medicare inpatient days in the acute 
care part of the hospital. 

Comment: Many commenters 
supported the proposed data matching 
process and applauded CMS for 
working to refine the data matching 
process and for sharing details of the 
process in the proposed rule. Some 
commenters stated that it was difficult 
to determine the accuracy of the 
proposed data matching process without 
more details about the matching 
process, including more information on 
steps, testing, and validation processes 
or, alternatively, providing the 
underlying data files to the hospitals. 
Some commenters asked that CMS 
ensure that all HICANs included in the 
MedPAR file match to a HICAN in the 
EDB. The commenters requested that 

CMS exclude any HICANs from the 
MedPAR file that did not match to the 
EDB so that the SSI fractions would not 
be understated. Commenters also asked 
that CMS ensure that the proposed data 
matching process is consistent with 
Federal Information Processing 
Standards (FIPS). One commenter asked 
that CMS include SSI indicators in the 
EDB and give access to authorized 
parties so that hospitals can calculate 
their own SSI fractions and litigation 
over the SSI fractions would be reduced. 

Response: We appreciate the 
commenters’ support of our proposed 
data matching process. We believe that 
the proposed data matching process will 
produce more accurate SSI fractions. We 
also believe that we have shared all 
relevant details about the proposed 
revised data matching process in order 
to allow the public a meaningful 
opportunity to submit comments. 
Specifically, we have described the 
specific data files we intend to use, 
provided information and background 
about those data files along with a 
detailed, step-by-step description of 
how we intend to use those files for 
purposes of the data matching process, 
and provided specific information, 
including examples, of the specific 
timeframes in which we intend to 
conduct the various aspects of the data 
matching processes. However, per the 
commenters’ request, we are sharing 
additional details in this final rule about 
the testing and validation procedures 
we intend to use. Specifically, as part of 
our internal data validation processes, 
we will track certain summary statistics 
in an effort to minimize any errors or 
omissions of data that might lead to 
inaccurate SSI fractions. The summary 
statistics we produce when calculating 
each fiscal year’s SSI fractions for FY 
2011 and beyond will include the 
number of SSI records received from 
SSA and will include at least all of the 
following information about SSI records 
that ‘‘matched’’ to Medicare inpatient 
hospital claims using the revised data 
matching process: (1) The number of SSI 
records matched using the new data 
matching process; (2) the number of 
records indicating that the individual is 
deceased; and (3) the number of records 
where at least one SSI monthly 
indicator reflects that the individual 
was in forced pay or forced due status. 
Additionally, we will produce summary 
statistics relating to SSI records that did 
not match to a Medicare inpatient claim, 
and will include at least all of the 
following information: (1) The number 
of unmatched SSI records with no Title 
II numbers; (2) the number of 
unmatched SSI records with one or 
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more Title II numbers; and (3) the 
number of records in the EDB with a 
HICAN, but no SSN. As these data will 
be used as part of our internal data 
validation process, we do not intend to 
provide them to the public. 

In response to the comment 
requesting that we ensure that every 
HICAN on the MedPAR file match a 
HICAN in the EDB, we agree that every 
HICAN in the MedPAR file should 
match a HICAN in the EDB. We believe 
that this is necessarily the case because 
a Medicare claim must be submitted 
with a valid HICAN in order to populate 
the MedPAR database. As we stated in 
the proposed rule, the EDB is CMS’ 
system of records for all individuals 
who have ever been enrolled in 
Medicare and includes SSNs as well as 
all of an individual’s (current and 
historical) HICANs. The MedPAR file 
includes the HICAN under which the 
Medicare beneficiary received hospital 
benefits for a particular inpatient stay. 
Therefore, there should not be a HICAN 
in the MedPAR file that does not match 
to a HICAN in the EDB. Because there 
is no apparent reason for there to be a 
case where a HICAN in the MedPAR file 
did not match to a HICAN in the EDB, 
we did not propose to match HICANs in 
the MedPAR file to those in the EDB. 
We also note that ‘‘Step 3’’ of our 
proposed process should ensure 
consistency between the HICANs in the 
EDB and those in the MedPAR file by 
‘‘equating’’ (or converting) the BIC 
identifiers in the EDB to the identifiers 
that are on the inpatient claim that is 
included in the MedPAR file. We also 
proposed that, for any SSI-eligible 
beneficiary who is receiving Medicare 
benefits based on his or her own 
account but whose records have not 
been matched in steps 1 or 2 of the 
proposed data matching process, we 
would attempt to match directly to the 
beneficiary’s HICAN in the MedPAR 
file. Specifically, we proposed to add an 
‘‘A’’ to all the SSNs in the SSI eligibility 
data file so that, if that individual was 
not captured by Steps 1 and 2 above, but 
the MedPAR file indicated that the 
person had received Medicare services, 
the individual would be included in the 
data match process by this third step. 
We believe that this step further helps 
us to capture any SSI-entitled 
individual who is receiving Medicare 
benefits based on his or her own 
account. However, after consideration of 
this public comment, in an attempt to 
provide even more assurances that our 
data matching process will yield 
accurate SSI fractions and capture all 
Medicare beneficiaries who were 
entitled to SSI at the time of their 

inpatient hospital stay, we will add this 
step to our validation procedures when 
conducting the data matching process. 
That is, we will test the MedPAR data 
to determine whether each HICAN in 
the MedPAR file matches to a HICAN in 
the EDB. In the unlikely event that we 
find a HICAN in the MedPAR file that 
we are not able to locate in the EDB, we 
will investigate the record to determine 
whether the HICAN is valid (in which 
case we would include it in our data 
matching process). However, if we find 
that the HICAN is not valid, we are 
adopting a policy to exclude that record 
from the data matching process, and we 
also will exclude that invalid record 
from the calculation of both the 
numerator and the denominator of the 
SSI fraction. 

With respect to the comment about 
FIPS, we note that the data matching 
process is consistent with the FIPS, to 
the extent the data used in the data 
matching process are covered under 
FIPS. 

In response to the comment that we 
populate the EDB with the monthly SSI 
indicators and grant access to certain 
members of the public so that hospitals 
could calculate their own SSI fractions, 
we note that the EDB contains several 
elements of protected personally 
identifiable information and is the sole 
system of records for Medicare 
eligibility. As such, we may only 
provide access to the EDB to persons 
authorized under the Privacy Act or the 
HIPAA Privacy Rule. However, we agree 
that there are advantages to allowing 
hospitals to compute their own SSI 
fraction and provide supporting 
documentation for the amount of DSH 
claimed, consistent with the process 
under the regulations for computing the 
Medicaid fraction. We are open to 
suggestions from the public regarding 
how CMS and SSA could provide the 
data necessary for hospitals to compute 
their own SSI fractions without 
compromising protected personally 
identifiable information and other 
protected information. We also welcome 
suggestions describing how CMS or its 
contractors should verify the accuracy 
of the hospitals’ computations without 
significantly increasing administrative 
burden. 

Comment: A few commenters 
requested that CMS release each 
hospital’s detailed SSI fraction data or 
give hospitals access to patient-level 
detail data, including SSI eligibility 
information, so each hospital could 
determine the accuracy of its SSI 
fractions. One commenter asked that 
CMS publish both the Federal fiscal 
year SSI fractions and each hospital’s 
cost reporting period SSI fractions. 

Some commenters asked that CMS 
provide assurances that there are no 
other data errors or omissions in the SSI 
file or the data matching process and 
asked that CMS work collaboratively 
with SSA to ensure the accuracy of the 
SSI file and to obtain SSNs for records 
in the EDB that are missing an SSN. 

Response: Under the proposed data 
matching process for FY 2011 and 
beyond, CMS will continue to share 
certain detailed SSI fraction data used to 
calculate the hospital’s SSI fraction as 
long as the hospital has a valid data use 
agreement with CMS and submits a 
request for such data. More detail on 
obtaining these data may be found on 
our Web site at: 
http://www.cms.gov/PrivProtectedData/ 
07_DSHRateData.asp and the data use 
agreement application may be found on 
our Web site at: http://cmsnet.cms.hhs.
gov/hpages/oisnew/sysndata/access_to_
data/cms-DUA.pdf. As we stated in the 
proposed rule, we publish these data for 
every hospital based on the Federal 
fiscal year but, under the regulations at 
§ 412.106(b)(3), a hospital with a cost 
reporting period that differs from the 
Federal fiscal year may request a revised 
SSI fraction that is based on its own cost 
reporting period rather than the Federal 
fiscal year. In such a case, we would 
revise the hospital’s SSI fraction using 
SSI and Medicare data derived from the 
data match process for the two Federal 
fiscal years that spanned the hospital’s 
cost reporting period. We believe that 
the statute governing the SSI fraction 
(section 1886(d)(5)(F)(vi)(I) of the Act) 
requires that one SSI fraction be 
calculated and used for purposes of 
determining a hospital’s 
disproportionate patient percentage. We 
believe that allowing individual 
hospitals to request their own cost 
reporting period SSI fractions is 
sufficient and goes above and beyond 
what the statute requires. The current 
policy of calculating all hospitals’ SSI 
fractions based on the Federal fiscal 
year does not require that we maintain 
a list of each individual hospital’s cost 
reporting period, nor does it require that 
we perform multiple iterations of the 
data matching process. It would be 
administratively unwieldy to not only 
track every hospital’s cost reporting 
period, but to calculate SSI fractions 
based on the many different cost 
reporting periods that hospitals across 
the country may have. 

With respect to the comment 
requesting that CMS work with SSA to 
ensure accuracy of the SSI file, we note 
that CMS has worked collaboratively 
with SSA throughout the development 
of the data matching process that was 
described in the FY 2011 proposed rule. 
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19 As a side note, we have used the phrase ‘‘SSI- 
eligible’’ interchangeably with the term ‘‘SSI- 
entitled’’ in the FY 2011 proposed rule as well as 
prior proposed and final rules, but the statute 
requires that we include individuals who were 
entitled to SSI benefits in the SSI fractions. 
Although we have used these terms 
interchangeably, we intended no different meaning, 
and our policy has always been to include only 
Medicare beneficiaries who are entitled to receive 
SSI benefits in the numerator of the SSI fraction. 

We are committed to continue working 
with SSA to ensure that the file we 
receive from SSA for the purposes of the 
SSI fraction data matching process is 
complete and comprehensive and 
includes all individuals who are 
entitled to SSI. To our knowledge, there 
are no omissions or data errors on the 
SSI file that we receive from SSA. If we 
become aware of any such omissions or 
errors, we will work with SSA to correct 
them as quickly as possible. With 
respect to obtaining an SSN for each 
record in the EBD that does not have an 
SSN, we remind the commenters that 
‘‘of the more than 100 million records in 
the EDB, less than 0.07 percent (that is, 
fewer than 7 of every 10,000 records) 
relate to individuals for whom the EDB 
does not include a SSN for the person.’’ 
There are valid reasons that a person in 
the EDB may not have an SSN. For 
example, as we noted in the proposed 
rule, a person could live in a country 
other than the United States, but be 
entitled to Medicare benefits through 
his or her spouse. Another example of 
a record in the EDB that may validly 
lack an SSN is if the person filed for a 
spouse’s or widow/er’s benefit prior to 
the 1980’s because SSA did not require 
that the person filing for benefits have 
an SSN at that time. There may be other 
valid reasons that a record in the EDB 
does not have an SSN, and as we 
previously stated, less than 0.07 percent 
of records in the EDB lack an SSN. We 
do not believe that it is possible to add 
an SSN for every record if the person 
became entitled to Title II or Medicare 
benefits without ever applying or 
receiving an SSN. However, we note 
that the EDB is populated by SSA on a 
frequent basis; to the extent that a 
record is added to the EDB, the SSN that 
SSA has on file for that person should 
be included in the EDB as well. 
Moreover, even if there were instances 
in which a record in the EDB was 
missing an SSN, the lack of an SSN for 
certain records in the EDB should have 
no effect on the data matching process 
because, in order to be entitled to SSI 
benefits, an individual must have an 
SSN. That is, a person who does not 
have an SSN, by definition, cannot be 
entitled to SSI. (We refer readers to the 
proposed rule language at 75 FR 24003 
that states: ‘‘However, if an applicant for 
SSI benefits does not already have a 
SSN, SSA then assigns a SSN to the 
person.’’) Thus, in the SSI eligibility 
data that SSA provides to CMS, each 
individual identified in those data 
should have a unique SSN. 
Additionally, as we stated under Step 2 
of the proposed data matching process, 
if an individual is entitled to SSI 

benefits and Medicare benefits, the new 
format of the SSI eligibility file will 
contain up to 10 Title II numbers and, 
if they have not already been captured, 
each of those numbers will be included 
in our revised match process. Even if an 
individual does not have a SSN in the 
EDB, this second step should ensure 
that our revised match process will 
include that individual. 

In response to the comment that CMS 
share the SSI file data with hospitals, 
the SSI program is under the authority 
of SSA and CMS is not authorized to 
share SSA data. Additionally, CMS is 
only permitted to use the SSI data for 
the sole purpose of conducting the data 
match process and calculating the SSI 
fractions. To the extent that a third party 
wishes to obtain direct access to the SSI 
file, it must contact SSA directly and 
meet SSA’s requirements to become an 
authorized user. 

Comment: One commenter stated that 
CMS uses total (that is, ‘‘paid and 
unpaid’’) Medicare days in the 
denominator of the SSI fraction, but 
uses paid SSI days in the numerator of 
the SSI fraction. The commenter 
requested that CMS interpret the word 
‘‘entitled’’ to mean ‘‘paid’’ for both SSI- 
entitled days used for the numerator 
and Medicare-entitled days used in the 
denominator, or alternatively, that CMS 
include both paid and unpaid days for 
both SSI entitlement and Medicare 
entitlement such that there is 
consistency between the numerator and 
the denominator of the SSI fraction. The 
commenter stated that there were 
several SSI codes that represent 
individuals who were eligible for SSI, 
but not eligible for SSI payments, that 
should be included as SSI-entitled for 
purposes of the data matching process. 
Specifically, the commenter stated that 
at least the following codes should be 
considered to be SSI-entitlement: 

• E01 and E02 
• N06, N10, N11, N18, N35, N39, 

N42, N43, N46, N50, and N54 
• P01 
• S04, S05, S06, S07, S08, S09, S10, 

S20, S21, S90, and S91 
• T01, T20, T22, and T31 
Response: In response to the comment 

that we are incorrectly applying a 
different standard in interpreting the 
word ‘‘entitled’’ with respect to SSI 
entitlement versus Medicare 
entitlement, we disagree. The 
authorizing DSH statute at section 
1886(d)(5)(F)(vi)(I) of the Act limits the 
numerator to individuals entitled to 
Medicare benefits who are also ‘‘entitled 
to supplemental security income 
benefits (excluding any State 

supplementation)’’ (emphasis added).19 
Consistent with this requirement, we 
have requested, and are using in the 
data matching process, those SSA codes 
that reflect ‘‘entitlement to’’ receive SSI 
benefits. Section 1602 of the Act 
provides that ‘‘[e]very aged, blind, or 
disabled individual who is determined 
under Part A to be eligible on the basis 
of his income and resources shall, in 
accordance with and subject to the 
provisions of this title, be paid benefits 
by the Commissioner of the Social 
Security’’ (emphasis added). However, 
eligibility for SSI benefits does not 
automatically mean that an individual 
will receive SSI benefits for a particular 
month. For example, section 1611(c)(7) 
of the Act provides that an application 
for SSI benefits becomes effective on the 
later of either the month following the 
filing of an application for SSI benefits 
or the month following eligibility for 
SSI benefits. 

On the other hand, section 226 of the 
Act provides that an individual is 
automatically ‘‘entitled’’ to Medicare 
Part A when the person reaches age 65 
and is entitled to Social Security 
benefits under section 202 of the Act (42 
U.S.C. 402) or becomes disabled and has 
been entitled to disability benefits under 
section 223 of the Act (42 U.S.C. 423) 
for 24 calendar months. Section 226A of 
the Act provides that qualifying 
individuals with end-stage renal disease 
shall be entitled to Medicare Part A. In 
addition, section 1818(a)(4) of the Act 
provides that, ‘‘unless otherwise 
provided, any reference to an individual 
entitled to benefits under [Part A] 
includes an individual entitled to 
benefits under [Part A] pursuant to 
enrollment under [section 1818] or 
section 1818A.’’ We believe that 
Congress used the phrase ‘‘entitled to 
benefits under part A’’ in section 
1886(d)(5)(F)(vi) of the Act to refer 
individuals who meet the criteria for 
entitlement under these sections. 

Moreover, unlike the SSI program (in 
which entitlement to receive SSI 
benefits is based on income and 
resources and, therefore, can vary from 
time to time), once a person becomes 
entitled to Medicare Part A, the 
individual does not lose such 
entitlement simply because there was 
no Medicare Part A coverage of a 
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specific inpatient stay. Entitlement to 
Medicare Part A reflects an individual’s 
entitlement to Medicare Part A benefits, 
not the hospital’s entitlement or right to 
receive payment for services provided to 
such individual. Such Medicare 
entitlement does not cease to exist 
simply because Medicare payment for 
an individual inpatient hospital claim is 
not made. Again, we are bound by 
section 1886(d)(5)(F)(vi)(I) of the Act, 
which defines the SSI fraction 
numerator as the number of SSI-entitled 
inpatient days for persons who were 
‘‘entitled to benefits under [P]art A,’’ and 
the denominator as the total number of 
inpatient days for individuals who were 
‘‘entitled’’ to Medicare Part A benefits. 

In response to the comment about 
specific SSI status codes, SSA has 
provided information regarding all of 
the SSI status codes mentioned by the 
commenter to assist in the 
determination of whether any of these 
codes represent individuals who were 
entitled to SSI benefits for the purposes 
of calculating the SSI fraction for 
Medicare DSH. With respect to the 
codes that begin with the letter ‘‘T,’’ SSA 
informed us that all of the codes 
represent individuals whose SSI 
entitlement was terminated. Code ‘‘T01’’ 
represents records that were terminated 
because of the death of the individual, 
but we confirmed that this code would 
not be used until the first full month 
after the death of the individual. That is, 
for example, if a Medicare individual 
was entitled to SSI during the month of 
October, was admitted to the hospital on 
October 1 and died in the hospital on 
October 15, the individual would show 
up as entitled to SSI for the entire 
month of October on the SSI file (code 
T01 would not be used on the SSI file 
until November) and 15 Medicare/SSI 
inpatient hospital days for that 
individual would be counted in the 
numerator and the denominator of the 
SSI fraction for that hospital. 

Codes beginning with the letter ‘‘S’’ 
reflect records that are in a ‘‘suspended’’ 
status and, according to SSA, do not 
represent individuals who are entitled 
to SSI benefits. 

SSA maintains that code ‘‘P01’’ is 
obsolete and has not been used since the 
mid-1980s. Therefore, it would not be 
used on any SSI files reflecting SSI 
entitlement for FY 2011 and beyond. 

Codes that begin with the letter ‘‘N’’ 
represent records on ‘‘nonpayment’’ and 
are not used for individuals who are 
entitled to SSI benefits. 

Code ‘‘E01’’ represents an individual 
who is a resident of a medical treatment 
facility and is subject to a $30 payment 
limit, but has countable income of $30 
or more. Such an individual is not 

entitled to receive SSI payment. 
Alternatively, an individual who is a 
resident of a medical treatment facility 
and is subject to a $30 payment limit, 
but does not have countable income of 
at least $30, would be reflected on the 
SSI file as a ‘‘C01’’ (which denotes SSI 
entitlement) for any month in which the 
requirements described in this sentence 
are met. Code ‘‘E02’’ is used to identify 
a person who is not entitled to SSI 
payments in the month in which that 
code is used pursuant to section 
1611(c)(7) of the Act, which provides 
that an application for SSI benefits shall 
be effective on the later of (1) the first 
day of the month following the date the 
application is filed, or (2) the first day 
of the month following the date the 
individual becomes eligible for SSI 
based on that application. Such an 
individual is not entitled to SSI benefits 
during the month that his or her 
application is filed or is determined to 
be eligible for SSI, but, for the following 
month, would be coded as a ‘‘C01’’ 
because he or she would then be 
entitled to SSI benefits. 

Therefore, both codes E01 and E02 
represent individuals who are not 
entitled to SSI benefits and are reflected 
accordingly on the SSI file. If the 
individual’s entitlement to SSI benefits 
is initiated the ensuing month, that 
individual would then be coded as a 
‘‘C01’’ on the SSI file and would be 
included as SSI-entitled for purposes of 
the data matching process. 

As we have described above, none of 
the SSI status codes that the commenter 
mentioned would be used to describe an 
individual who was entitled to receive 
SSI benefits during the month that one 
of those status codes was used. SSI 
entitlement can change from time to 
time, and we believe that including SSI 
codes of C01, M01, and M02 accurately 
captures all SSI-entitled individuals 
during the month(s) that they are 
entitled to receive SSI benefits. 

After consideration of the public 
comments we received, we are adopting 
the proposed data matching process for 
FY 2011 and beyond as final. The only 
modification we are making to the 
proposed data matching process is 
adopting a policy to exclude a record 
from the data matching process if we 
find a HICAN in the MedPAR file that 
we are not able to locate in the EDB, 
which is an extremely unlikely situation 
as noted in the prior discussion in this 
final rule. We are adopting this 
additional step in our validation process 
in response to public comments to 
provide even more assurances that our 
data matching process will yield 
accurate SSI fractions and capture all 
Medicare beneficiaries who were 

entitled to SSI at the time of their 
inpatient hospital stay. 

c. Timing of the Match 
One of the district court’s findings in 

the Baystate decision was that CMS did 
not use a more recent SSI entitlement 
file to calculate the provider’s SSI 
fractions. As a result, it might be 
possible that if a beneficiary treated at 
the hospital was later determined 
retroactively to be SSI entitled, or if a 
suspension of the individual’s SSI 
payments was later lifted, that inpatient 
stay might not be included in the 
numerator of the SSI fraction. We 
believe that, in our recalculation of the 
Baystate hospital’s SSI fractions and 
DSH payments, retroactive SSI 
entitlement determinations and the 
lifting of SSI payment suspensions were 
not an issue due to the long period of 
time that elapsed between the provider’s 
1993 through 1996 fiscal years and our 
use of updated SSI entitlement data 
during our completion of the revised 
match process in 2009. However, we 
stated our belief that further 
consideration of the timing of both the 
SSI entitlement information that SSA 
provides to CMS and our proposed 
revised match process for FY 2011 and 
subsequent fiscal years was warranted. 

At present, SSA provides an annual 
file to CMS with SSI entitlement 
information that is current through 
March 31, or 6 months after the end of 
the prior Federal fiscal year on 
September 30 (70 FR 47278, 47440, 
August 12, 2005). Based on this date, for 
a hospital with an October 1 to 
September 30 cost reporting period, the 
SSI entitlement information we 
currently use contains 6 to 18 months 
worth of retroactive SSI entitlement 
determinations and payment suspension 
closures—6 months from September 
(that is, the end of the cost reporting 
period), and 18 months from October 
(that is, the beginning of the cost 
reporting period). The time lag between 
the close of a hospital’s cost reporting 
period and the date that CMS receives 
SSI entitlement information could 
actually be longer or shorter for some 
hospitals, depending on the hospital’s 
specific cost reporting period. The SSI 
fractions are generally based on the 
Federal fiscal year; however, under the 
regulations at § 412.106(b)(3), a hospital 
with a cost reporting period that differs 
from the Federal fiscal year may request 
a revised SSI fraction that is based on 
its own cost reporting period rather than 
the Federal fiscal year. In such a case, 
we would revise the hospital’s SSI 
fraction using SSI and Medicare data 
derived from the data match process for 
the two Federal fiscal years that 
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20 Teaching hospitals have an incentive to submit 
these claims as close as possible to the date of the 
patient’s discharge because these claims are used, 
in part, to compute those hospitals’ indirect 
graduate medical education payments. The claims 
are also used for a teaching hospital’s direct 
medical education payments. Non-teaching DSH 
hospitals do not have the same direct incentives to 
submit these claims as close as possible to the date 
of the patient’s discharge, but to the extent that the 
MA beneficiary is also SSI eligible, it would be to 
the hospital’s advantage to ensure these claims are 
included in the match process. However, 
nonteaching DSH hospitals are required to submit 
MA claims for all MA beneficiaries, regardless of 
whether the beneficiaries were eligible for SSI 
benefits. 

spanned the hospital’s cost reporting 
period. 

As we stated in the FY 2006 IPPS 
final rule, we believe that administrative 
finality with respect to the calculation 
of a hospital’s SSI fraction is important 
(70 FR 47440). We continue to believe 
that it is important to find an 
appropriate balance between 
administrative finality (that is, the final 
settlement of a hospital’s cost report) 
and the inclusion of retroactive SSI 
eligibility determinations and the lifting 
of SSI payment suspensions by using 
the best and latest available SSI 
eligibility data at the time of cost report 
settlement. Further, we believe it is 
important to account for the time period 
in which hospitals are allowed to 
submit timely Medicare claims in order 
to ensure that the point in time that we 
perform the match process includes as 
many timely submitted inpatient 
hospital claims as are administratively 
practicable. 

In accordance with the regulations at 
42 CFR 424.44 and the Medicare Claims 
Processing Manual (Pub. 100–04), 
Chapter 1, Section 70, a hospital must 
generally file a claim by December 31 of 
the following year (for services 
furnished during the first 9 months of a 
calendar year) and by December 31 of 
the second following year (for services 
provided during the last 3 months of the 
calendar year). Section 6404 of the 
Affordable Care Act recently changed 
these deadlines to no more than ‘‘1 
calendar year after the date of service’’ 
effective for services provided on or 
after January 1, 2010. Therefore, 
Medicare claims for hospital services 
furnished in FY 2011 would have to be 
submitted no later than September 30, 
2012. 

Generally speaking, providers have a 
financial incentive to submit fee-for- 
service claims as close as possible to the 
date of the patient’s discharge, and 
providers have no incentive to wait 
until the claims submission deadline. 
Thus, while conducting a data match 
with MedPAR files that were updated 6 
months after the end of the Federal 
fiscal year may not capture all of a 
provider’s Medicare inpatient claims, 
we believe that, in large part, the 
provider’s fee-for-service claims are very 
likely to be included in that MedPAR 
file. The same may not be true for the 
‘‘information only’’ or ‘‘no pay’’ claims 
that hospitals are required to submit to 
their fee-for-service contractor for 
Medicare Advantage (MA) beneficiaries. 
Because claims for MA beneficiaries are 
paid by MA plans and not the fee-for- 
service contractor, hospitals may not 
have the same incentive to file these 
claims as close as possible to the date 

of the patient’s discharge.20 However, in 
accordance with Transmittal 1396 
(issued December 14, 2007) and 
Transmittal 1695 (issued March 6, 
2009), which changed the instructions 
in the Medicare Claims Processing 
Manual (Pub. 100–04), all IPPS 
hospitals that do not qualify for IME 
payments, direct GME payments, or 
nursing and allied health (N&AH) 
payments are specifically directed to 
submit informational-only claims for all 
MA inpatients to ensure that all data for 
MA beneficiaries are included in the SSI 
fraction. Accordingly, we indicated that 
we also were considering changes to the 
timing of the data match process to 
ensure that all of a hospital’s MA claims 
are included in the revised matching 
process, given the current timing 
requirements for when hospitals must 
submit these claims after the time of the 
patient’s discharge. 

In addition, in matching eligibility 
records for Medicare beneficiaries and 
SSI recipients to calculate the SSI 
fractions for FY 2011 and future fiscal 
years, we proposed to use more recent 
SSI eligibility information from SSA 
and a more updated version of the 
MedPAR file that is likely to contain 
more claims data. We currently use SSI 
eligibility data and MedPAR claims data 
that are updated 6 months after the 
close of the Federal fiscal year. We 
proposed to use, for FY 2011 and 
subsequent years, SSI eligibility data 
files compiled by SSA and MedPAR 
claims information that are updated 15 
months after the close of each Federal 
fiscal year. This proposal would more 
closely align the timing of the match 
process with the timing of our 
requirements (described above) for the 
timely submission of claims. For 
example, under our proposal, to 
calculate the FY 2011 SSI fractions, we 
would use the December 2012 update of 
the FY 2011 MedPAR file (containing 
claims information for patient 
discharges between October 1, 2010 and 
September 30, 2011), and a December 
2012 SSI eligibility file (containing FY 
2011 SSI eligibility data updated 

through December 2012, with a lag time 
relative to the Federal fiscal year of 
between 15 and 27 months). We expect 
that the FY 2011 SSI fractions would be 
published around March 2013 and 
would be used to settle cost reports for 
cost reporting periods that began in FY 
2011. In addition, we would continue 
our practice of using each hospital’s 
latest available SSI fraction in 
determining IPPS interim payments 
from the time that the SSI fractions are 
published until the SSI fractions for the 
next fiscal year are published. 

Under current law as amended by 
section 6404 of the Affordable Care Act, 
Medicare inpatient claims for FY 2011 
can be submitted no later than 1 
calendar year from the date of service or 
by September 30, 2012, for claims with 
a September 30, 2011 date of service. 
Therefore, we believe that using the 
version of MedPAR that is updated 15 
months after the end of the fiscal year 
would contain more accurate and 
complete inpatient claims information, 
as we would be using claims data from 
3 months after the filing deadline for 
claims with a date of service occurring 
on the last day of the second preceding 
fiscal year. Furthermore, a later update 
of the SSI eligibility file would contain 
more accurate eligibility information 
and would account for all retroactive 
changes in SSI eligibility and the lifting 
of SSI payment suspensions through 
that date. 

We proposed that the FY 2011 SSI 
fractions would be used to determine 
the hospitals’ Medicare DSH payments 
for cost reporting periods beginning in 
FY 2011 (that is, October 1, 2010 
through September 30, 2011). The 
proposed timing of the data match for 
the SSI fractions, effective for FY 2011, 
would result in FY 2011 SSI fractions 
being published around March 2013 and 
would generally coincide with the final 
settlement of cost reports for cost 
reporting periods beginning in FY 2011. 

We believe that, by calculating SSI 
fractions on the basis of SSI eligibility 
data and MedPAR claims data that are 
updated 15 months after the end of the 
Federal fiscal year, we would be using 
the best data available to us, given the 
deadlines for the submission and final 
settlement of Medicare cost reports. Cost 
reports must be submitted to the 
Medicare fiscal intermediary or MAC no 
later than 5 months after the end of the 
provider’s cost reporting period; the 
fiscal intermediary or MAC must make 
a determination of cost report 
acceptability within 30 days of receipt 
of the provider’s cost report (42 CFR 
413.24(f)(2)(i) and 413.24(f)(5)(iii)). In 
accordance with the Medicare Financial 
Manual (Pub. 100–06), Chapter 8, 
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Section 90, the fiscal intermediary or 
MAC is expected to settle each cost 
report that is not scheduled for audit 
within 12 months of the contractor’s 
acceptance of the cost report. We 
believe that our proposed timing of the 

data match would achieve an 
appropriate balance between accounting 
for additional retroactive SSI eligibility 
determinations and the lifting of SSI 
payment suspensions using all timely 
submitted Part A inpatient claims, and 

facilitating administrative finality 
through the timely final settlement of 
Medicare cost reports. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

Comment: Many commenters 
supported the proposed timing of the 
data matching process. Some 
commenters asked that CMS explain 
how cost report settlement would 
coincide with the proposed timing. 
Specifically, commenters asked whether 
contractors would issue Notices of 
Program Reimbursement prior to the 
availability of the SSI fractions. One 
commenter asked that CMS calculate an 
additional SSI fraction at the time of 
cost report audit for cost reports that are 
audited after the initial SSI fractions are 
published. One commenter noted that 
under the proposed timeline for 
calculating the SSI fractions, some 
hospitals would have already submitted 
their cost reports and had desk reviews 
and audits before the release of the SSI 
fractions. In particular, some 
commenters were concerned that 
hospitals with fiscal years beginning 
between October 1 and December 1 
would have their cost reports settled 
before the release of the SSI fractions. 
One commenter cited Medicare 
Financial Management Manual 
Publication 100–06, Chapter 8, Section 
90 that requires final settlement of cost 
reports within 12 months of acceptance. 
Commenters are concerned that the 12- 
month cost report settlement deadline 
may occur before the publication of the 
SSI fractions for certain cost reporting 
periods. Commenters questioned 
whether CMS will instruct Medicare 
contractors to hold the Notice of 
Program Reimbursement until the SSI 
fractions are released or will the 
contractors settle cost reports using the 
prior year’s SSI fraction. In addition, 
commenters questioned whether 
contractors would automatically re-open 
cost reports to use the current year’s SSI 
fractions if they were settled using the 
prior year’s SSI fraction before the 
publication of the current year’s SSI 
fractions. 

Response: We appreciate the support 
for our proposal to change the timing of 
our match and calculation of the SSI 
fractions from 6 months after the end of 
the Federal fiscal year to 15 months 
after the end of the Federal fiscal year. 
We believe that our proposal to conduct 
the SSI eligibility match and calculate 
the SSI fractions 15 months after the 
end of the Federal fiscal year will 
ensure that the SSI fractions are 
calculated with the best data available 
to us at that time. We note that the 15- 
month timeframe proposed is an 
approximation and subject to the data 
validation protocols as described 
previously in this final rule. We believe 
that the match will be conducted no 
sooner than 15 months after the end of 

the Federal fiscal year and the match 
process, including all appropriate 
validation steps as finalized, will be 
performed as efficiently as possible and 
in accordance with the production 
cycles of the required data files. 

Hospitals submit their cost reports 
based on their cost reporting period, 
which varies by hospital. Thus, it would 
be administratively unwieldy to 
conduct the SSI match in ‘‘real-time’’ 
and calculate an individual hospital’s 
SSI fraction whenever that hospital’s 
cost report needed to be settled. By 
calculating the SSI fractions 15 months 
after the end of the Federal fiscal year, 
we believe that we are striking an 
appropriate balance between the best 
data available to us at the time and the 
agency’s operational needs, using the 
best available data that does not unduly 
hinder the cost report settlement 
process. As we discussed in the 
proposed rule, hospital cost reports are 
submitted to the Medicare contractor no 
later than 5 months after the end of the 
provider’s cost reporting period. The 
Medicare contractor must accept the 
cost report within 30 days of receipt (in 
accordance with 42 CFR 413.24(f)(2)(i) 
and 413.24(f)(5)(iii)), and is expected to 
settle the cost reports that are not 
audited within 12 months of acceptance 
of the cost report (in accordance with 
Medicare Financial Management 
Manual Publication 100–06, Chapter 8, 
Section 90). Generally, hospital cost 
reports are not final settled without the 
SSI fraction that corresponds to the 
fiscal year in which the cost report 
began. Commenters raised concerns that 
hospitals with fiscal years beginning 
October 1, 2010 or December 1, 2010 
(thus, ending September 30, 2011 or 
November 30, 2011) would be settled 
before the release of the SSI fractions. 
Those cost reports would be submitted 
by the end of February 2012 or April 
2012; they would be accepted by March 
2012 or May 2012 and would need to be 
final settled no later than March 2013 or 
May 2013. We believe that under our 
proposal to calculate the SSI match 15 
months after the end of the Federal 
fiscal year, cost reports will be settled 
with the appropriate SSI fraction within 
the timeframe of cost report settlement 
and that cost reports will be final settled 
with the SSI fraction of the given year. 
In the case where a cost report is 
required to be settled before the SSI 
fractions are published, CMS may 
instruct that the contractors settle the 
cost report with the latest SSI fraction 
available and may reopen the cost report 
to issue a revised notice of program 
reimbursement once the appropriate SSI 
fraction is available, or we may instruct 

the contractors to wait to settle the cost 
report until the appropriate SSI 
fractions are published. We will 
continue to evaluate what would be the 
best approach in such a scenario. 

Comment: One commenter stated that 
the chart in the proposed rule that 
displayed the timeline for the revised 
match process indicated that, for FY 
2011, the timely filing of claims ends in 
December 2012 when it should be 
September 2012. The commenter asked 
that CMS correct the deadline for the 
timely filing of claims for FY 2011 to 
read September 2012. 

Response: We agree with the 
commenter. Under section 6404 of the 
Affordable Care Act, the deadline for 
timely filing of claims has been revised 
to be one year after the end of the 
Federal fiscal year, effective January 1, 
2010. Therefore, hospitals will have 
until September 2012 to file their FY 
2011 claims. The chart has been revised 
in this final rule to reflect this change. 
Although the deadline for the timely 
filing of claims is 12 months after the 
end of the Federal fiscal year, we are 
finalizing our proposal to conduct the 
data matching process and calculate SSI 
fractions approximately 15 months after 
the end of the Federal fiscal year to 
ensure we have captured all of the 
inpatient claims and to capture as many 
retroactive SSI entitlement 
determinations as possible. 

After consideration of the public 
comments that we received, we are 
adopting a policy to conduct the data 
matching process approximately 15 
months after the end of the Federal 
fiscal year. 

5. CMS Ruling 1498–R 
On April 28, 2010, the CMS 

Administrator issued a CMS Ruling, 
CMS–1498–R (Ruling), that addresses 
three Medicare DSH issues, including 
CMS’ process for matching Medicare 
and SSI eligibility data and calculating 
hospitals’ SSI fractions. With respect to 
the data matching process issue, the 
Ruling requires the Medicare 
administrative appeals tribunal (that is, 
the Administrator of CMS, the PRRB, 
the fiscal intermediary hearing officer, 
or the CMS reviewing official) to 
remand each qualifying appeal to the 
appropriate Medicare contractor. The 
Ruling also explains how, on remand, 
CMS and the contractor will recalculate 
the provider’s DSH payment adjustment 
and make any payment deemed owing. 
The Ruling further provides that CMS 
and the Medicare contractors will apply 
the provisions of the Ruling on the data 
matching process issue (and two other 
DSH issues, as applicable), in 
calculating the DSH payment 
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adjustment for each hospital cost 
reporting period where the contractor 
has not yet final settled the provider’s 
Medicare cost report through the 
issuance of an initial notice of program 
reimbursement (NPR) (42 CFR 
405.1801(a) and 405.1803). 

More specifically, the Ruling provides 
that, for qualifying appeals of the data 
matching issue and for cost reports not 
yet final settled by an initial NPR, CMS 
will apply any new data matching 
process that is adopted in the 
forthcoming FY 2011 IPPS final rule for 
each appeal that is subject to the Ruling. 
The data matching process provisions of 
the Ruling would apply to properly 
pending appeals and open cost reports 
for cost reporting periods beginning 
prior to October 1, 2010 (that is, those 
preceding the effective date of the FY 
2011 IPPS final rule). 

The Ruling further states that, if a new 
data matching process is not adopted in 
the forthcoming FY 2011 IPPS final rule, 
CMS would apply to claims subject to 
the Ruling the same data matching 
process as the agency used to 
implement the Baystate decision by 
recalculating that provider’s SSI 
fractions. As indicated above, we have 
adopted the proposed data matching 
process for FY 2011 and beyond as final. 
The only modification we are making to 
the proposed matching process is 
adopting a policy to exclude a record 
from the data matching process if we 
find a HICAN in the MedPAR file that 
we are not able to locate in the EDB, 
which is an extremely unlikely situation 
as noted in the prior discussion in this 
final rule. We are adopting this 
additional step in our validation process 
to respond to public comment and 
provide even more assurances that our 
data matching process will yield 
accurate SSI fractions and capture all 
Medicare beneficiaries who were 
entitled to SSI at the time of their 
inpatient hospital stay. The same data 
matching process will be used to 
calculate SSI fractions for cost reporting 
periods covered under the Ruling. 

Comment: Several commenters 
addressed a variety of issues related to 
the Ruling. 

Response: We note that Administrator 
Rulings are not subject to public 
comment and that we did not seek 
public comment on CMS Ruling 1498– 
R. Accordingly, we are not summarizing 
or providing responses to comments 
related to the Ruling in this final rule. 

6. Clarification of Language on Inclusion 
of Medicare Advantage Days in the SSI 
Fraction of the Medicare DSH 
Calculation 

In the FY 2005 IPPS final rule (69 FR 
49099), we discussed in the preamble 
the codification of our policy of 
including the days associated with 
Medicare + Choice (now Medicare 
Advantage (MA)) beneficiaries under 
Medicare Part C in the SSI fraction of 
the DSH calculation. In that rule, we 
indicated that we were revising the 
regulation text at § 412.106(b)(2)(i) to 
incorporate this policy. However, we 
inadvertently did not make a change in 
the regulation text to conform to the 
preamble language. We also 
inadvertently did not propose to change 
§ 412.106(b)(2)(iii) in the FY 2005 final 
rule, although we intended to do so. 
Accordingly, in the FY 2007 IPPS final 
rule (72 FR 47384), we made a technical 
correction to amend the regulations at 
§ 412.106(b)(2)(i) and § 412.106(b)(2)(iii) 
to make them consistent with the 
preamble language of the FY 2005 IPPS 
final rule and to conform to the policy 
implemented in that rule. Section 
412.106(b)(2)(i) of the regulations 
discusses the numerator of the SSI 
fraction of the Medicare 
disproportionate patient percentage 
(DPP) calculation, while 
§ 412.106(b)(2)(iii) of the regulations 
discusses the denominator of the SSI 
fraction of the Medicare DPP. 

In the proposed rule, we indicated 
that we were aware that there might be 
some confusion about our policy to 
include MA days in the SSI fraction, 
specifically regarding whether we have 
implied that MA beneficiaries are not 
actually ‘‘entitled to receive benefits 
under Part A’’ by using the word ‘‘or’’ in 
§ 412.106(b)(2)(i)(B) and § 412.106 
(b)(2)(iii)(B) with respect to MA days. 
We note that, in the FY 2005 final rule, 
we stated that we believed that 
Medicare + Choice (now MA) 
beneficiaries are patients who are 
entitled to benefits under Medicare Part 
A. With respect to the change to the 
regulatory text that we intended to make 
in the FY 2005 IPPS final rule, we stated 
‘‘* * * we are adopting a policy to 
include patient days for M+C 
beneficiaries in the Medicare fraction’’ 
(69 FR 49099) (emphasis added). In 
order to further clarify our policy that 
patients days associated with MA 
beneficiaries are to be included in the 
SSI fraction because they are still 
entitled to benefits under Medicare Part 
A, in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24006 and 24007), 
we proposed to replace the word ‘‘or’’ 
with the word ‘‘including’’ in 

§ 412.106(b)(2)(i)(B) and 
§ 412.106(b)(2)(iii)(B). 

Comment: We did not receive any 
public comments on this specific 
proposal. However, several commenters 
urged CMS to reconsider its policy to 
include Medicare Advantage days and 
days for which a beneficiary exhausted 
his or her Medicare inpatient hospital 
benefits in the SSI fraction. The 
commenters stated that such days did 
not represent days that individuals were 
‘‘entitled to benefits under Medicare 
[P]art A’’ (because the patient days were 
not paid for under Medicare Part A) and 
as such, should not be included in 
either the numerator or denominator of 
the SSI fraction. The commenters stated 
that, to the extent that dually eligible 
(that is, simultaneously enrolled in 
Medicare and Medicaid) Medicare 
Advantage patients or exhausted 
benefits patients had an inpatient 
hospital stay, those days should be 
included in the Medicaid fraction. 
Additionally, a commenter stated that 
CMS did not have sufficient processes 
in place to assure that the agency is 
properly counting all of the days in the 
SSI fraction and ‘‘is not double counting 
any of them in both the numerator of the 
Medicaid fraction and the denominator 
of the SSI fraction.’’ The commenter 
asked that CMS address why it ‘‘* * * 
thinks it need not properly capture all 
of these days in the denominator of the 
SSI fraction or the precise steps that 
CMS has or will take to assure that the 
agency is capturing all of these days in 
that denominator.’’ 

Response: We did not propose any 
changes to the categories of Medicare 
days that we include in the SSI 
fractions. Specifically, the proposed rule 
states that ‘‘We did not propose any 
changes with respect to the final step in 
determining the SSI fraction. As we 
stated in the proposed rule, to calculate 
the numerator of the SSI fraction, CMS 
will continue to sum a hospital’s 
Medicare inpatient days in the acute 
care part of the hospital (excluding 
IPPS-exempt units such as rehabilitation 
and psychiatric units) where the 
Medicare beneficiary was 
simultaneously entitled to SSI benefits. 
To calculate the denominator, CMS will 
continue to sum a hospital’s total 
Medicare inpatient days in the acute 
care part of the hospital.’’ 

Accordingly, we are not responding to 
these comments in detail. However, we 
disagree that Medicare Advantage days 
and exhausted benefit days should be 
excluded from the SSI fraction. We 
believe that the days of all patients who 
are entitled to SSI and Medicare Part A 
should be included in the Medicare 
fraction. We adopted a policy to include 
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exhausted benefit and other noncovered 
days in the SSI fraction, after notice and 
comment rulemaking, in FY 2005 (69 FR 
49099). We adopted a policy to include 
Medicare health maintenance 
organization (HMO) days in the 
September 4, 1990 final IPPS rule (55 
FR 35994), and this longstanding policy 
has continued as Medicare HMOs have 
evolved, and these patient days have 
been included with every iteration of 
Medicare HMOs, including patient days 
for beneficiaries entitled to Medicare 
Part A but who elect to obtain their 
benefits through Medicare Advantage. 
As discussed above, we codified this 
policy in our regulations in the FY 2005 
IPPS final rule (69 FR 49099). 

As we have previously explained, we 
believe that, in the statutory section 
which sets forth the Medicare DSH 
fraction, the phrase ‘‘entitled to benefits 
under [P]art A’’ refers to individuals 
who are entitled to Part A benefits 
under Part A pursuant to section 226, 
section 226A, section 1818, or section 
1818A (42 U.S.C. 426, 42 U.S.C. 426–1, 
42 U.S.C. 1395i–2, or 42 U.S.C. 1395i– 
2(a), respectively). We note that the 
statute uses mandatory language, 
unambiguously stating that qualifying 
individuals ‘‘shall be entitled to benefits 
under [P]art A.’’ Patients who have 
exhausted their Part A hospital benefits 
or enrolled in Medicare Advantage still 
meet the statutory criteria for 
entitlement to Medicare Part A benefits, 
even though Medicare Part A does not 
directly pay for a particular inpatient 
day. 

With respect to exhausted benefit 
days, we note that a beneficiary’s right 
to have Medicare make a payment is 
subject to the limitations in Part A. The 
rule that Medicare will not pay for days 
after Part A hospital benefits are 
exhausted is an example of one of those 
restrictions. Thus, a patient remains 
entitled to benefits under Part A on days 
where Medicare does not make a 
payment because of those limitations, 
and consistent with section 
1886(d)(5)(F)(vi)(I) of the Act, these days 
should be included in the SSI fraction. 

With respect to the days of patients 
enrolled in Medicare Advantage plans, 
we believe that the sections of the Social 
Security Act which create Part C clearly 
demonstrate that Part C enrollees 
remain entitled to Medicare Part A 
benefits, and we do not believe that 
Congress intended to alter the 
calculation of the DSH payment 
adjustment when it enacted Medicare 
Part C. Moreover, we also believe that 
the commenters’ objections to including 
the days of patients enrolled in 
Medicare Advantage would be equally 
applicable to patients enrolled in 

section 1876 risk plans, but section 1876 
of the Act repeatedly makes clear that 
patients enrolled in section 1876 risk 
plans remain entitled to benefits under 
Medicare Part A. 

Finally, while the commenters suggest 
that patients who have exhausted their 
Part A hospital benefits or enrolled in 
Medicare Advantage should be counted 
in the Medicaid fraction, we note that 
not all patients who are entitled to SSI 
are also eligible for Medicaid. Thus, 
adopting the commenters’ proposal 
would result in some patients entitled to 
SSI and Medicare Part A not being 
counted in the numerator of either of 
the DSH fractions. We believe that this 
result would be contrary to 
Congressional intent. Consequently, we 
see no reason to revise our policy at this 
time. 

In response to the comment 
requesting that CMS assure that it is 
including all exhausted days and 
Medicare Advantage days in the SSI 
fraction and asserting that CMS does not 
have sufficient processes in place to 
assure accurate counting, we believe 
that we are properly counting these 
types of days, to the extent that 
hospitals comply with Medicare 
requirements and submit claims for 
those days. We do not believe it is 
necessary to go into further detail about 
our processes for capturing these types 
of days in this final rule because we did 
not make any proposal related to that 
issue. 

We are adopting our proposed 
revision of § 412.106(b)(2)(i)(B) and 
§ 412.106(b)(2)(iii)(B) as final, without 
modification. 

G. Medicare-Dependent, Small Rural 
Hospitals (MDHs) (§ 412.108) 

1. Background 

Under the IPPS, separate special 
payment protections are provided to a 
Medicare-dependent, small rural 
hospital (MDH). MDHs are paid based 
on the higher of the Federal rate for 
their hospital inpatient services or a 
blended rate based in part on the 
Federal rate and in part on the MDH’s 
hospital-specific rate. Section 
1886(d)(5)(G)(iv) of the Act defines an 
MDH as a hospital that is located in a 
rural area, has not more than 100 beds, 
is not an SCH, and has a high 
percentage of Medicare discharges (that 
is, not less than 60 percent of its 
inpatient days or discharges either in its 
1987 cost reporting year or in two of its 
most recent three settled Medicare cost 
reporting years). The regulations at 42 
CFR 412.108 set forth the criteria that a 
hospital must meet to be classified as an 
MDH. 

Although MDHs are paid under an 
adjusted payment methodology, they are 
still IPPS hospitals paid under section 
1886(d) of the Act. Like all IPPS 
hospitals paid under section 1886(d) of 
the Act, MDHs are paid for their 
discharges based on the DRG weights 
calculated under section 1886(d)(4) of 
the Act. 

Through and including FY 2006, 
under section 1886(d)(5)(G) of the Act, 
MDHs are paid based on the Federal rate 
or, if higher, the Federal rate plus 50 
percent of the amount by which the 
Federal rate is exceeded by the updated 
hospital-specific rate based on the 
hospital’s FY 1982 or FY 1987 costs per 
discharge, whichever of these hospital- 
specific rates is higher. Section 5003(b) 
of Public Law 109–171 (DRA 2005) 
amended section 1886(d)(5)(G) of the 
Act to provide that, for discharges 
occurring on or after October 1, 2006, 
MDHs are paid based on the Federal rate 
or, if higher, the Federal rate plus 75 
percent of the amount by which the 
Federal rate is exceeded by the updated 
hospital-specific rate based on FY 1982, 
FY 1987, or FY 2002 costs per 
discharge, whichever of these hospital- 
specific rates is highest. 

For each cost reporting period, the 
fiscal intermediary or MAC determines 
which of the payment options will yield 
the highest aggregate payment. Interim 
payments are automatically made at the 
highest rate using the best data available 
at the time the fiscal intermediary or 
MAC makes the determination. 
However, it may not be possible for the 
fiscal intermediary or MAC to determine 
in advance precisely which of the rates 
will yield the highest aggregate payment 
by year’s end. In many instances, it is 
not possible to accurately forecast the 
outlier payments, the amount of the 
DSH adjustment or the IME adjustment, 
all of which are applicable only to 
payments based on the Federal rate and 
not to payments based on the hospital- 
specific rate. The fiscal intermediary or 
MAC makes a final adjustment at the 
settlement of the cost report after it 
determines precisely which of the 
payment rates would yield the highest 
aggregate payment to the hospital. 

If a hospital disagrees with the fiscal 
intermediary’s or the MAC’s 
determination regarding the final 
amount of program payment to which it 
is entitled, it has the right to appeal the 
determination in accordance with the 
procedures set forth in 42 CFR part 405, 
subpart R, which govern provider 
payment determinations and appeals. 
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2. Medicare-Dependency: Counting 
Medicare Inpatients 

Currently, as specified in the 
regulations at § 412.108(a)(1)(iii), in 
order for an IPPS hospital to qualify as 
an MDH, at least 60 percent of its 
inpatient days or discharges must be 
attributable to individuals receiving 
Medicare Part A benefits. 

The MDH policy, as explained in the 
FY 1991 final rule (55 FR 35994 through 
35998), does not include in the count of 
Medicare inpatients those Medicare 
beneficiaries who have exhausted their 
Medicare Part A inpatient benefits. In 
addition, section 1886(d)(5)(G)(iv)(IV) of 
the Act specifies that a hospital is 
Medicare-dependent if ‘‘not less than 60 
percent of its inpatient days or 
discharges during the cost reporting 
period beginning in fiscal year 1987, or 
two of the three most recently audited 
cost reporting periods for which the 
Secretary has a settled cost report, were 
attributable to inpatients entitled to 
benefits under part A.’’ The use of the 
word ‘‘entitled’’ in the statute would 
encompass individuals who are entitled 
to Medicare Part A even though they 
have exhausted their Part A hospital 
days. Individuals who have exhausted 
their Part A inpatient benefit coverage 
remain ‘‘entitled’’ to Medicare Part A 
because they retain the Medicare Part A 
insurance benefit coverage (for example, 
covered SNF days), and they continue to 
meet all statutory criteria for entitlement 
to Part A benefits under section 226, 
226A, 1818, or 1818A of the Act 
(Entitlement to Hospital Insurance 
Benefits). In fact, for purposes of 
determining DSH payment adjustments 
under the IPPS in accordance with 
section 1886(d)(5)(F)(vi)(I) of the Act, 
our policy includes, in the Medicare 
inpatient count, all individuals entitled 
to Medicare Part A benefits, including 
Medicare patients who have exhausted 
Medicare Part A coverage. This policy is 
discussed in the FY 2005 IPPS final rule 
(69 FR 49090 through 49099). 

Accordingly, in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 23999), 
we proposed to revise the Medicare- 
dependency criterion at 
§ 412.108(a)(1)(iii) of the regulations to 
replace the term ‘‘receiving’’ with the 
phrase ‘‘entitled to.’’ As a result, we 
would include in the count of Medicare 
inpatient days or discharges all days or 
discharges attributable to individuals 
entitled to the Medicare Part A 
insurance benefit, including individuals 
who have exhausted their Medicare Part 
A inpatient hospital coverage benefit, as 
well as individuals enrolled in Medicare 
Advantage plans and section 1876 cost 
contracts (health maintenance 

organizations (HMOs) and competitive 
medical plans (CMPs)). We note that, for 
inpatient care provided to Medicare Part 
A entitled beneficiaries enrolled with an 
HMO or a CMP, we provided that the 
days and discharges for those stays are 
counted for purposes of determining 
Medicare-dependency for MDH 
purposes (55 FR 35995). This was the 
case when HMOs and CMPs were 
included under Medicare Part A, and 
continues to be the case since 1997 
when HMOs and CMPs were placed 
under Medicare Part C. 

Comment: Several commenters 
supported the proposed change to the 
MDH policy to include in the count of 
Medicare inpatient days or discharges 
individuals entitled to Medicare Part A, 
not just those receiving Medicare Part A 
benefits. Another commenter asked if 
the proposed change in policy would be 
effective October 1, 2010, applying to 
MDH status determinations from that 
date forward, or if the proposed change 
would be considered a clarification of 
current policy and, therefore, would 
apply retroactively. 

Response: The MDH proposal to 
better conform the regulations to the 
statute by including in the count of 
Medicare inpatient days or discharges 
individuals entitled to Medicare Part A 
even if they are not receiving Part A 
hospital inpatient benefits because they 
have exhausted these benefits is a 
proposed change in policy. Because we 
are finalizing the proposed change in 
this final rule, the final policy change 
will be effective beginning October 1, 
2010, at which time all Medicare days 
or discharges of patients entitled to 
Medicare Part A will be counted as 
Medicare days or discharges, affecting 
the determination of MDH status for 
hospitals from October 1, 2010 forward. 

After consideration of the public 
comments we received, we are adopting 
the proposed revision to the Medicare- 
dependency criterion at 
§ 412.108(a)(1)(iii) as final. 

3. Extension of the MDH Program 
As we discussed in the June 2, 2010 

supplemental proposed rule to the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 30926), section 3124 of the 
Affordable Care Act extended the MDH 
program from the end of FY 2011 (that 
is, for discharges occurring before 
October 1, 2011) to the end of FY 2012 
(that is, for discharges occurring before 
October 1, 2012). Under prior law, as 
specified in section 5003(a) of Public 
Law 109–171 (DRA 2005), the MDH 
program was to be in effect through the 
end of FY 2011 only. Section 3124(a) of 
the Affordable Care Act amended 
sections 1886(d)(5)(G)(i) and 

1886(d)(5)(G)(ii)(II) of the Act to extend 
the MDH program and payment 
methodology from the end of FY 2011 
to the end of FY 2012, by striking 
‘‘October 1, 2011’’ and inserting ‘‘October 
1, 2012’’. Section 3124(b) of the 
Affordable Care Act also made 
conforming amendments to sections 
1886(b)(3)(D)(i) and 1886(b)(3)(D)(iv) of 
the Act. Section 3124(b)(2) of the 
Affordable Care Act also amended 
section 13501(e)(2) of OBRA 1993 to 
extend the provision permitting 
hospitals to decline reclassification as 
an MDH through FY 2012. We proposed 
to amend the regulations at 
§ 412.108(a)(1) and (c)(2)(iii) to reflect 
these legislative changes. 

Comment: One commenter supported 
the extension of the MDH program for 
an additional year, through FY 2012. 

Response: We appreciate the support 
of the commenter. 

We are adopting as final, without 
modification, the proposed changes to 
§ 412.108(a)(1) and (c)(2)(iii) to reflect 
the statutory extension of the MDH 
program for an additional year, through 
FY 2012. 

H. Payments for Direct Graduate 
Medical Education (GME) (§ 413.75) 

1. Background 

Under section 1886(a)(4) of the Act, 
costs of approved educational activities 
are excluded from the operating costs of 
hospital inpatient services. Section 
1886(h) of the Act, as implemented in 
regulations at § 413.75 through § 413.83, 
establishes a methodology for 
determining payments to hospitals for 
the direct costs of approved GME 
programs. Section 1886(h)(2) of the Act 
sets forth a methodology for the 
determination of a hospital-specific, 
base-period per resident amount (PRA) 
that is calculated by dividing a 
hospital’s allowable direct costs of GME 
for a base period by its number of 
residents in the base period. The base 
period is, for most hospitals, the 
hospital’s cost reporting period 
beginning in FY 1984 (that is, the period 
of October 1, 1983, through September 
30, 1984). Medicare direct GME 
payments are calculated by multiplying 
the PRA by the weighted number of full- 
time equivalent (FTE) residents working 
in all areas of the hospital complex (and 
nonhospital sites, when applicable), and 
the hospital’s Medicare share of total 
inpatient days. The base year PRA is 
updated annually for inflation. 

Hospitals may receive direct GME and 
IME payments for residents in 
‘‘approved medical residency training 
programs.’’ Section 1886(h)(5)(A) of the 
Act defines an ‘‘approved medical 
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residency training program’’ as ‘‘a 
residency or other postgraduate medical 
training program participation in which 
may be counted toward certification in 
a specialty or subspecialty and includes 
formal postgraduate training programs 
in geriatric medicine approved by the 
Secretary.’’ Section 1886(h)(4)(F) of the 
Act established a limit on the number of 
allopathic and osteopathic FTE 
residents that a hospital may include in 
its FTE resident count for purposes of 
calculating direct GME payments. For 
most hospitals, the limit, or cap, is the 
unweighted number of allopathic and 
osteopathic FTE residents training in 
the hospital’s most recent cost reporting 
period ending on or before December 
31, 1996. 

2. Identifying ‘‘Approved Medical 
Residency Programs’’ 

As we discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24007), 
despite the fact that current policies 
regarding the counting of FTE residents 
for IME and direct GME purposes have 
been in effect since October 1985, we 
continue to receive questions as to 
whether certain residents are training in 
approved medical residency programs, 
and whether these residents should be 
included in the Medicare direct GME 
and IME FTE counts. Although the 
fundamental rules defining an approved 
medical residency training program 
seem straightforward, some confusion 
apparently exists regarding whether 
certain trainees in a teaching hospital 
should be included in the FTE count for 
IME and direct GME purposes, or 
whether certain trainees should be 
treated as physicians and should instead 
bill for their services under Medicare 
Part B. These questions arise most often 
with regard to subspecialty training and 
‘‘fellows.’’ It is important for hospitals to 
understand when each of these types of 
payment applies. 

a. Residents in Approved Medical 
Residency Programs 

As stated earlier, section 
1886(h)(5)(A) of the Act defines an 
‘‘approved medical residency training 
program’’ as ‘‘a residency or other 
postgraduate medical training program 
participation in which may be counted 
toward certification in a specialty or 
subspecialty and includes formal 
postgraduate training programs in 
geriatric medicine approved by the 
Secretary.’’ The regulations at 
§ 413.75(b) define an ‘‘approved medical 
residency program’’ as a program that 
meets one of the following criteria 
(emphasis added): 

(1) Is approved by one of the national 
organizations listed in § 415.152 of the 
regulations. 

(2) May count towards certification of 
the participant in a specialty or 
subspecialty listed in the current edition 
of either of the following publications: 

(i) The Directory of Graduate Medical 
Education Programs published by the 
American Medical Association; or 

(ii) The Annual Report and Reference 
Handbook published by the American 
Board of Medical Specialties. 

(3) Is approved by the Accreditation 
Council for Graduate Medical Education 
(ACGME) as a fellowship program in 
geriatric medicine. 

(4) Is a program that would be 
accredited except for the accrediting 
agency’s reliance upon an accreditation 
standard that requires an entity to 
perform an induced abortion or require, 
provide, or refer for training in the 
performance of induced abortions, or 
make arrangements for such training, 
regardless of whether the standard 
provides exceptions or exemptions. 

The regulations at § 415.152 define an 
‘‘approved graduate medical education 
program’’ as a residency program 
approved by one of the following 
national organizations (or their 
predecessors): The Accreditation 
Council for Graduate Medical Education 
(ACGME) of the American Medical 
Association, the American Osteopathic 
Association (AOA), the Commission on 
Dental Accreditation (CODA) of the 
American Dental Association, and the 
Council on Podiatric Medical Education 
(CPME) of the American Podiatric 
Medical Association. (We note that the 
ACGME is now a separate entity from 
the American Medical Association. 
Therefore, in this final rule, we are 
making a technical amendment to the 
regulations at § 415.152 to remove the 
words ‘‘of the American Medical 
Association.’’) The statutory basis for 
this regulation is at section 1861(b)(6) of 
the Act, which cites these accrediting 
bodies for residency programs. Thus, in 
general, under § 413.75(b), an 
‘‘approved’’ program can be a program 
that is accredited by one of these 
national organizations, or one that leads 
toward board certification by the 
American Board of Medical Specialties 
(ABMS). In the September 29, 1989 final 
rule (54 FR 40295), we explained that, 
in order to reconcile the two statutory 
definitions of approved programs at 
sections 1861(b)(6) and 1886(h)(5)(A) of 
the Act, we did not limit our regulatory 
definition of ‘‘approved medical 
residency program’’ to one that may 
count toward certification in a specialty, 
but added that a program is also 
‘‘approved’’ for purposes of IME and 

direct GME if it is approved by one of 
the national accrediting bodies. 
Furthermore, we understood that, 
especially with respect to subspecialty 
training, there historically were some 
formal programs for which none of the 
listed national accrediting bodies had 
established standards. However, the 
ABMS had established a national board 
examination for some of those 
unaccredited programs and, 
consequently, those programs do count 
toward certification. Accordingly, such 
programs also meet the definition of an 
‘‘approved medical residency training 
program.’’ 

b. Determining Whether an Individual Is 
a Resident or a Physician 

The statute and the regulations (in at 
least two places in the teaching context) 
define the term ‘‘resident.’’ Section 
1861(b)(6) of the Act refers to services 
provided in a hospital by an ‘‘intern or 
resident-in-training under a teaching 
program approved’’ by one of the listed 
accrediting bodies for residency 
programs. In addition, section 
1886(h)(5)(I) of the Act states that the 
term ‘‘resident’’ includes ‘‘an intern or 
other participant in an approved 
medical residency training program.’’ 
The regulations at § 413.75(b) state that 
the term resident means ‘‘an intern, 
resident, or fellow who participates in 
an approved medical residency 
program, including programs in 
osteopathy, dentistry, and podiatry, as 
required in order to become certified by 
the appropriate specialty board.’’ 

As discussed above, an ‘‘approved’’ 
program is one that is accredited by one 
of the listed national organizations, or 
one that may count towards board 
certification. Generally, residency 
programs today, whether they are core 
or subspecialty programs, are both 
accredited, and lead toward board 
certification through an explicit board 
examination for that field. Thus, in the 
typical instance, a resident is accepted 
into an accredited program in a 
particular specialty, completes that 
program over the course of what is 
typically 3 to 5 years, and then qualifies 
to take the board certifying examination 
in the particular specialty of that 
program. This resident may or may not 
train in an additional accredited 
subspecialty program, which would 
typically last for 1 to 3 years, and which 
would also lead to board certification 
through an additional board certifying 
examination which the individual 
would be qualified to take upon 
completion. 

We receive questions from time to 
time regarding whether individuals are 
considered to be trainees in approved 
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programs or whether they are 
considered to be physicians and should 
bill accordingly. These questions 
frequently involve programs of further 
training that certain senior and junior 
faculty at hospitals, typically at large 
academic medical centers, undertake on 
their own, not under the auspices of any 
accrediting body, and in an area of 
practice for which there is no board 
certification. Therefore, there is no 
actual standardized curriculum or 
formally organized ‘‘program’’ in which 
the individual trainee is participating. 
Another type of trainee about which we 
have received questions is one that has 
completed an accredited program in a 
certain specialty, but subsequently 
participates in additional training in 
that specialty that he or she could have 
participated in while still within the 
accredited program. Sometimes this 
individual may even train with 
residents who are actually still training 
in that accredited program (for example, 
an individual who has completed a 
dermatology residency may choose to 
do additional training with PGY4 
dermatology residents). In these 
scenarios, in order to decide whether an 
individual is considered a resident or a 
physician for purposes of Medicare 
payment, the pertinent questions are 
whether— 

(1) The individual actually needs the 
training in order to meet board 
certification requirements in that 
specialty; and 

(2) Whether the individual is formally 
participating in an organized, 
standardized, structured course of 
study. 

With regard to the junior faculty who 
are ‘‘training’’ with senior faculty to 
learn highly specialized skills, we 
believe that individuals participating in 
a course of training that one or more 
senior physicians creates absent the 
involvement and approval of an 
accrediting body, and for which there is 
no specific existing board certification 
examination, should not be considered 
‘‘residents’’ or counted for IME and 
direct GME purposes. Similarly, 
individuals that already completed an 
accredited residency program, but 
subsequently participate in additional 
training in that same specialty that they 
could have participated in while still 
within that accredited program, should 
also not be considered ‘‘residents’’ or be 
included in the IME and direct GME 
count. This is because these individuals 
have already completed accredited 
residency programs in a particular 
specialty or subspecialty, and do not 
need to complete the additional training 
in order to meet board certification 
requirements in that field in which they 

continue to ‘‘train.’’ The definition of 
‘‘resident’’ at § 413.75(b) is ‘‘an intern, 
resident, or fellow who participates in 
an approved medical residency 
program, including programs in 
osteopathy, dentistry, and podiatry, as 
required in order to become certified by 
the appropriate specialty board’’ 
(emphasis added). Accordingly, the 
individuals described in the scenarios 
above do not meet the definition of 
‘‘resident’’ at § 413.75(b) for IME and 
direct GME purposes. Instead, these 
individuals should be treated and 
receive payment as physicians. 

As we explained in the September 29, 
1989 Federal Register rule: ‘‘The costs 
relating to patient care services of 
licensed physicians who are classified 
as ‘‘fellows’’ but who are not in an 
identifiable formal program leading to 
certification as defined in section 
1886(h)(5) of the Act but remain at a 
teaching hospital/medical school 
complex to enhance their expertise in a 
field of study are payable on a Part B 
reasonable charge basis [now under the 
Medicare physician fee schedule] as 
physicians’ services’’ (54 FR 40295). 
Similarly, in the Provider 
Reimbursement Manual, Part I, section 
2405.3.F.2, we state, ‘‘Intermediaries 
must not count an individual in the 
indirect medical education adjustment 
if * * * [A]n individual designated as 
a ‘‘fellow’’ has elected to remain at a 
teaching hospital/university complex 
for additional work to gain expertise in 
a particular field but is no longer in a 
formally organized program to fulfill 
certification requirements. The services 
of such an individual are generally 
covered as physicians’ services payable 
on a reasonable charge basis’’ (emphasis 
added). (Note: Although we used the 
term ‘‘fellow,’’ which is defined 
synonymously with ‘‘resident’’ in the 
regulations at § 413.75, in these 
paragraphs in the September 29, 1989 
Federal Register and in the PRM–I, by 
stating that such ‘‘fellows’’ are not in 
identifiable, formally organized 
programs and their services should be 
billed under Part B as physician 
services, we clearly were indicating that 
these ‘‘fellows’’ are licensed physicians, 
not residents, and should not be 
included in the IME and direct GME 
FTE counts. Perhaps ‘‘junior faculty’’ 
would have been a more apt 
characterization of these individuals.) 

The passage from the September 29, 
1989 Federal Register also mentions an 
‘‘identifiable formal program leading to 
certification as defined in section 
1886(h)(5) of the Act’’ which refers to 
the statutory definition of ‘‘approved 
medical residency program.’’ The word 
‘‘approved’’ connotes formality; a 

planned, structured course of study 
with a curriculum based on national 
(rather than individual physician or 
hospital) standards with a standardized 
outcome based on standardized 
evaluations. Since the early days of 
Medicare, prior to the enactment of 
section 1886(h) of the Act, when 
hospitals received payment on a 
reasonable cost basis for ‘‘approved 
educational activities,’’ we defined such 
activities as ‘‘formally organized or 
planned programs of study operated or 
supported by an institution, as 
distinguished from ‘on-the-job,’ 
‘inservice,’ or similar work-learning 
programs’’ (emphasis added) (PRM–I, 
section 402.1). We believe the education 
that junior faculty receive when 
working closely with senior faculty to 
gain highly specialized skills is more 
appropriately characterized as on-the- 
job, or inservice training, rather than 
training in an ‘‘approved medical 
residency program.’’ 

In order for the training to be 
considered an ‘‘approved medical 
residency program,’’ the training must 
prepare the individual for certification 
in the particular specialty or 
subspecialty in which the individual is 
training. The mere possibility that the 
training could be construed as leading 
toward or counting toward certification 
in some existing board examination is 
insufficient. For example, an individual 
who is enrolled and participating in a 
two year accredited subspecialty 
program in allergy and immunology 
and, as part of that program, completes 
an elective in allergic reactions to insect 
stings is considered a resident during 
that elective, and may be included in 
the IME and direct GME FTE count 
(assuming all other requirements are 
met). However, if, after completion of 
the 2-year allergy and immunology 
subspecialty program, this individual 
decides to remain at the teaching 
hospital for a year to shadow a 
physician who has unique expertise in 
allergic reactions to insect stings, this 
individual would not be considered a 
resident, nor would this training be 
considered an approved program, 
because this individual is not formally 
enrolled in a planned, structured, 
standardized course of study, nor is this 
year of training required for any 
individual to qualify to take the board 
examination in allergy and 
immunology. This individual already 
completed the 2-year subspecialty 
program, and therefore, the extra year 
spent studying allergic reactions to 
insect stings is extraneous. Accordingly, 
this individual would not be viewed as 
a resident participating in an approved 
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medical residency training program. 
Rather, this individual is considered a 
physician and should bill Medicare for 
services furnished under the physician 
fee schedule. 

c. Formal Enrollment and Participation 
in a Program 

We understand that the participation 
of individuals in an approved medical 
residency program under which they 
would be considered residents as 
defined at § 413.75 is marked by a 
formal application, acceptance, and 
enrollment process. We believe that in 
order for an individual to be considered 
a resident for purposes of inclusion in 
the IME and direct GME counts, 
whether the individual is a graduate of 
an allopathic medical school, an 
osteopathic medical school, or a school 
of podiatry or dentistry, the individual 
must be: 

(1) Formally accepted and enrolled in 
the training program, and 

(2) Fully participating in that training 
(unless there is a documented 
arrangement for the resident to work 
part time). 

In general, we would expect formal 
acceptance to include an application 
process (for example, the national 
residency match process), and an 
enrollment process which would 
include letters or other official 
notifications from the hospital or 
program sponsor regarding the 
resident’s acceptance to train in a 
particular program. We also would 
expect the resident to have an 
employment contract with the 
institution(s) sponsoring the program 
and/or the institution(s) in which he or 
she is training. A hospital must be able 
to document that the individual’s 
participation in the particular course of 
training represents a definitive (not 
hypothetical) path for that individual’s 
certification, and that satisfactory 
completion of such training would 
fulfill all required elements in order for 
the individual to qualify to take a 
specific board examination. 

In order to make these rules clearer 
for the future, in the FY 2011 IPPS/ 
LTCH PPS proposed rule, we proposed 
to revise the definition of ‘‘resident’’ to 
specify that the trainee must be 
‘‘formally accepted and enrolled’’ in the 
approved program in order to be 
considered a resident for IME and direct 
GME purposes. Specifically, we 
proposed to revise the definition of 
‘‘resident’’ at § 413.75(b) to mean ‘‘an 
intern, resident, or fellow who is 
formally accepted, enrolled, and 
participating in an approved medical 
residency program, including programs 
in osteopathy, dentistry, and podiatry, 

as required in order to become certified 
by the appropriate specialty board.’’ We 
also proposed to make a similar 
conforming change to the definition of 
‘‘primary care resident’’ at § 413.75(b). 
We proposed that this change in the 
definitions of ‘‘resident’’ and ‘‘primary 
care resident’’ would be effective for 
IME and direct GME for cost reporting 
periods beginning on or after October 1, 
2010. 

Comment: Several commenters 
expressed appreciation for CMS’ 
clarifications regarding which programs 
are ‘‘approved medical residency 
training programs’’ and which 
individuals are residents or physicians. 
Other commenters indicated CMS’ 
clarification is consistent with their 
understanding of when an individual is 
treated as a resident or physician. 

Response: We appreciate the 
commenters’ support and understanding 
of our policy regarding approved 
medical residency training programs 
described in the proposed rule. 

Comment: Some commenters noted 
that CMS did not specifically address 
the applicability of existing Line 70 on 
Worksheet B, Part I of the Medicare cost 
report, which historically has been used 
to report the costs of interns and 
residents in unapproved programs, nor 
did CMS discuss the treatment of 
residents with limited medical licenses. 
The commenters requested that CMS 
clarify its position regarding these 
categories of residents in unapproved 
programs and hoped that CMS did not 
intend to eliminate the use of Line 70 
of Worksheet B, Part I. 

Another commenter noted that CMS 
clarified that residents and fellows only 
fall into two categories: (1) Residents 
and fellows in programs recognized as 
approved for GME purposes; and (2) 
residents and fellows in non-approved 
programs classified as physicians who 
would bill under the MPFS. The 
commenter noted that many residents, 
such as the residents in the transplant 
surgery program or other advanced but 
unaccredited training programs, would 
not fall under either category (1) or 
category (2) because they are not fully 
licensed. Another commenter noted that 
States also have different licensure laws, 
with some states requiring residents to 
have temporary licenses, while other 
States expect residents to be fully 
licensed by the second or third year of 
residency after completion of an 
internship (the first year of training after 
medical school), and taking Step III of 
the United States Medical Licensing 
Examination (USMLE). The commenter 
added that bylaws in academic medical 
centers differ, and that the trainees in 
unapproved programs cannot always 

bill for services provided because they 
may not be authorized under their 
institution’s bylaws to do so because 
they are ‘‘in a formal training program.’’ 

Response: The commenters are correct 
that the Medicare cost report does 
include a line (Line 70 on Worksheets 
A and B) for hospitals to receive 
payment for the services provided by 
residents who are not in approved 
programs. In the case of programs that 
are not either accredited or do not count 
toward board certification, in the 
September 29, 1989 final rule (54 FR 
40295), we explained that: 

‘‘Medicare would pay its share of the 
costs of residents not in approved 
programs as described in § 405.523 of 
our regulations regarding residents not 
in approved teaching programs. Under 
§ 405.523, hospitals are paid under Part 
B for up to 80 percent of the reasonable 
costs of services (that is, salaries and 
salary-related fringe benefits) of interns 
and residents who are not in approved 
programs, after payment of the Part B 
deductible by the Medicare beneficiary. 
No other educational program costs 
(that is, faculty compensation costs and 
other direct and indirect program 
expenses) in connection with such 
residents are payable. The Medicare 
beneficiary incurs the expense of 
deductible and coinsurance amounts as 
determined on the basis of the hospital’s 
charges under Part B of the Medicare 
program.’’ 

‘‘The costs relating to patient care 
services of licensed physicians who are 
classified as fellows but who are not in 
an identifiable formal program leading 
to certification as defined in section 
1886(h)(5) of the Act but remain at a 
teaching hospital/medical school 
complex to enhance their expertise in a 
field of study are payable on a Part B 
reasonable charge basis as physicians’ 
services.’’ 

(We note that the regulations that 
were previously located at § 405.523 are 
currently located at § 415.202.) 

The regulation at § 415.202(a) state, as 
a general rule, that ‘‘For services of a 
physician employed by a hospital who 
is authorized to practice only in a 
hospital setting and for the services of 
a resident who is not in any approved 
GME program, payment is made to the 
hospital on a Part B reasonable cost 
basis regardless of whether the services 
are furnished to hospital inpatients or 
outpatients.’’ 

We understand that there are 
advanced training programs that exist, 
such as those in transplant surgery and 
surgical oncology, which are not 
accredited by the ACGME, nor do they 
lead to board certification in those 
subspecialties, yet they are ‘‘accredited’’ 
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by their respective medical societies. As 
such, they are formally organized, 
planned, structured courses of study 
that are at least one year in duration. We 
also understand that, although the 
participants in these advanced training 
programs have already completed at 
least one residency, there may be 
reasons unique to them, their teaching 
institution, or state as to why these 
trainees are not always fully licensed. 
Therefore, we understand that some 
trainees who are not participating in an 
‘‘approved medical residency program’’ 
are not currently billing under the 
MPFS for the services they provide in 
the programs. 

We believe Part B reasonable cost 
payment under § 415.202 may be 
applicable only in the instance where 
the trainee is not fully licensed in the 
State in which he or she is participating 
in an unapproved program. Services 
provided by fully licensed physicians, 
for example, those who are shadowing 
an experienced senior physician but are 
not in a formally organized, planned, 
standard course of study, or who are 
gaining practice experience, would not 
be paid under § 415.202. However, we 
are contemplating future rulemaking 
that would revise the regulations at 
§ 415.202 to not allow Part B reasonable 
cost payment for the services of any 
individuals who have already 
completed one residency program, 
regardless of licensure status. 

Comment: Some commenters 
requested that fellowship programs that 
are approved by the American Society 
of Transplant Surgeons (ASTS) be 
considered approved programs for 
purposes of direct GME and IME 
payment, even though the ASTS is not 
listed currently as one of the accrediting 
agencies at § 413.75(b), nor is there any 
board certification examination. The 
commenters noted that the ASTS is a 
national accrediting body, the programs 
are ‘‘formally organized, standardized, 
structured courses of study,’’ and 
residents desiring to complete these 
programs participate in a formal match 
through the National Resident Matching 
Program (NRMP). A commenter also 
pointed out that training of these 
fellows occurs in ‘‘Medicare approved 
transplant programs’’ approved by CMS 
to receive Medicare payment. 

Another commenter asked that CMS 
clarify the proposed rule to state that an 
‘‘approved’’ program can be (1) one that 
is accredited by a national organization 
listed at § 415.152 or (2) one that leads 
to certification by its governing body or 
toward board certification by the ABMS. 
The commenter added that as medical 
training evolves over time, many 
specialties are not currently part of 

CMS’ ‘‘approved’’ list, even though they 
are recognized by national 
organizations, such as the ASTS. 
Another commenter added that the 
ACGME’s Green Book lists some 
subspecialty training programs 
approved by various specialty societies 
and academies, and that often this level 
of approval is the first step to becoming 
eventually accredited by the ACGME. 
The commenters requested that CMS 
update and expand the list of 
‘‘approved’’ accrediting agencies 
accordingly. 

Response: As we noted above, section 
1886(h)(5)(A) of the Act defines an 
approved medical residency training 
program as a ‘‘residency or other 
postgraduate medical training program 
participation in which may be counted 
toward certification in a specialty or 
subspecialty.’’ Our regulations at 
§ 415.152 define an ‘‘approved graduate 
medical education (GME) program’’ to 
include a residency program approved 
by one of the accrediting bodies 
identified at section 1861(b)(6) of the 
Act, or ‘‘a program otherwise recognized 
as an ‘approved medical residency 
program’ under § 413.75(b)’’ of our 
regulations. Section 1861(b)(6) of the 
Act lists only four accrediting bodies— 
the Council on Medical Education of the 
American Medical Association (now the 
ACGME), the Committee on Hospitals of 
the Bureau of Professional Education of 
the American Osteopathic Association 
(now the AOA), the Council on Dental 
Education of the American Dental 
Association (now known as CODA), and 
the Council on Podiatric Medical 
Education of the American Podiatric 
Association. The ASTS is not listed in 
the Act. We cannot update or expand 
this list without a change in the law. In 
addition, the regulation at § 413.75(b) 
defines an ‘‘approved medical residency 
program’’ as one that is either approved 
by one of the four national organizations 
noted above or one that ‘‘may count 
towards certification of the participant 
in a specialty or subspecialty listed in 
the current edition’’ of either the AMA 
or the ABMS directory. Because there is 
no board certification examination 
specifically for these transplant and 
other advanced training programs, they 
cannot be recognized as approved 
medical residency training programs for 
purposes of receiving direct GME and 
IME payments under Medicare under 
our current regulations. 

Comment: One commenter asked for 
clarification regarding participants in 
programs that are accredited by the 
ACGME and lead to receipt of a 
Certificate of Additional Qualifications 
(CAQs) from a specialty board. The 
commenter indicated that the 

participants in these programs, often 
referred to as ‘‘fellows,’’ already received 
board certification in the initial 
specialty. The commenter requested 
assurance that these fellows can still be 
counted as residents for GME purposes, 
even though they are not required to sit 
for an additional board examination, 
and indicated that completion of the 
fellowship is sufficient for receipt of the 
CAQ. 

Response: As we noted previously, 
there are numerous subspecialty 
programs that the ACGME accredits. 
Because these programs are accredited 
by the ACGME, which is one of the 
accrediting bodies specified at section 
1861(b)(6) of the Act and the regulations 
at § 415.152 for an approved medical 
residency training program, the 
participants in the program are 
considered to be residents for IME and 
direct GME payment purposes, even 
though they have already received an 
initial board certification. 

Comment: One commenter requested 
that CMS more clearly define what 
constitutes a ‘‘fellowship’’ for the direct 
GME and IME FTE counts. Another 
commenter also requested clarification 
regarding fellows, stating that there are 
four types of fellows: (1) Fellows in 
formal programs that qualify as 
Medicare approved programs; (2) 
fellows in formal programs that qualify 
as nonapproved programs; (3) junior 
faculty with a dual appointment as a 
fellow but who are not in a formal 
program at all; and (4) fellows solely 
engaged in research outside the scope of 
an approved program. The commenter 
stated that most major academic 
medical center bylaws distinguish 
between these individuals based on 
whether they have patient billing 
privileges. The commenter believed that 
the last two cited categories of fellows 
should be categorized as physicians, not 
residents. 

Response: The existing regulations at 
§ 413.75(b) define ‘‘resident’’ as an 
intern, resident, or fellow who 
participates in an approved medical 
residency program, including programs 
in osteopathy, dentistry, and podiatry, 
as required in order to become certified 
by the appropriate specialty board. In 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24009), we proposed to 
revise the definition of ‘‘resident’’ at 
§ 413.75(b) to mean ‘‘an intern, resident, 
or fellow who is formally accepted, 
enrolled, and participating in an 
approved medical residency program, 
including programs in osteopathy, 
dentistry, and podiatry, as required in 
order to become certified by the 
appropriate specialty board.’’ In both the 
existing and proposed revised 
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definitions, a ‘‘resident’’ is defined to 
include interns, fellows, and residents. 
In other words, regardless of the term 
used by the academic medical 
community, as long as the individual is 
participating in an ‘‘approved medical 
residency program,’’ the ‘‘fellow’’ is 
considered to be a ‘‘resident’’ for 
Medicare IME and direct GME payment 
purposes. 

To respond to the commenter that 
mentioned the four categories of 
fellows, as we have explained in 
response to other comments, we do not 
agree that ‘‘fellows’’ in formal but 
nonapproved programs, such as those 
recognized by specialty medical 
societies, should be categorized as 
residents for IME and direct GME 
purposes. However, we do agree with 
the commenter that junior faculty not in 
an approved or any training program, 
whether approved or nonapproved, and 
fellows engaged in research that is 
outside the scope of any approved 
residency program, should not be 
categorized as residents. 

Comment: One commenter disagreed 
with the statement in the proposed rule 
that additional training in the same 
specialty or subspecialty should not be 
counted for IME and direct GME 
payment purposes. The commenter 
believed that this type of training 
should be included if a board considers 
such training necessary to be admitted 
to the board. The commenter asserted 
that qualifying for an examination is 
based on skill level, rather than only 
completion of time requirements, and 
that most boards rely on the residency 
program director’s attestation about the 
individual physician’s readiness. For 
example, after a physician completes 
the minimum years of training, the 
program director may require additional 
formal training in one or more 
subspecialties to raise the resident’s 
skill level. The commenter noted that 
there is no rule that a candidate must 
apply for admission to an examination 
after he or she completes the minimum 
training required, and that the boards 
consider quality, not quantity, which 
can include a broad range of formal 
training. 

Response: As we stated in the 
proposed rule, in instances where an 
individual has already completed a 
residency program, and is continuing to 
participate in additional training, in 
order to decide whether an individual is 
considered a resident or a physician for 
purposes of Medicare payment, the 
pertinent considerations are: (1) 
Whether the individual actually needs 
the training in order to meet the 
generally applicable board certification 
requirements in that specialty; and (2) 

whether the individual is formally 
participating and enrolled in an 
organized, standardized, structured 
course of study. The commenter 
believed that additional training in the 
same specialty or subspecialty should 
be considered part of an approved 
program for IME and direct GME 
payment purposes if a board considers 
such training necessary for the 
individual to be admitted to the board. 
However, we do not agree that training 
in the specialty or subspecialty that is 
not part of the generally applicable 
requirements for board certification, but 
is supplemental training to raise the 
skill level of a particular individual, is 
considered to be participation in an 
approved program as required in order 
to become certified. The ACGME and 
the ABMS establish minimum, generally 
applicable standards for successful 
completion of training and 
qualifications for board certification. 
While certain individuals may need to 
pursue additional supplemental training 
in order to ensure their personal skill 
levels are sufficient prior to pursuing 
actual board certification, we do not 
believe such training would be part of 
the generally applicable requirements 
for taking a board examination. The 
ACGME and the ABMS are national 
organizations that establish and apply 
these minimum standards nationally 
across all programs, and not on a 
resident-by-resident basis. The 
regulations at § 413.75(b) state that the 
term resident means ‘‘an intern, 
resident, or fellow who participates in 
an approved medical residency 
program, including programs in 
osteopathy, dentistry, and podiatry, as 
required in order to become certified by 
the appropriate specialty board’’ 
(emphasis added). ‘‘As required’’ means 
nationally applicable standards, not 
requirements that are determined on an 
individual, case-by-case basis. Medicare 
is also a national program. It would be 
highly impractical for hospital 
administrators and the Medicare 
contractors to determine whether each 
individual trainee (particularly in large 
teaching hospitals where there could be 
many such individuals) is participating 
in training that may or may not be 
considered necessary for board 
certification for that specific individual. 

Accordingly, we believe that training 
that is only intended to enhance an 
individual’s skills beyond the minimum 
required level is not part of an approved 
medical residency program. While it is 
true that there is no rule that a 
candidate must apply for a board 
examination immediately after he or she 
completes the minimum amount of 

training, the completion of additional 
training is not part of the generally 
applicable requirements for the board 
examination. Therefore, an individual 
who undertakes such additional training 
is not considered a resident for IME and 
direct GME payment purposes. 

We recognize that a board may look 
favorably upon an individual’s 
additional training beyond the 
minimum requirements in the process 
of considering a particular individual 
for certification. While we understand 
that there could be some degree of 
personalized consideration when an 
individual applies to sit for a board 
examination, as stated in response to the 
previous comment, this does not mean 
that all of the training that the 
individual has completed is actually 
required. It could be true that, in certain 
cases, completion of the minimum 
training requirements does not 
guarantee admittance to a board 
examination. However, because the 
boards set forth national standards, in 
most cases, the minimum training 
requirements are sufficient. Further, we 
are not convinced that additional GME 
payments should be made with respect 
to trainees who choose a customized 
approach to their training (that is, one 
that differs from their colleagues in the 
same program), extending that training 
beyond the minimum requirements 
established by the ACGME and the 
ABMS. At the point where a trainee has 
completed the national standard 
minimum requirements for certification, 
and chooses to pursue additional 
training that is not generally required 
for board certification in that specialty, 
that individual should no longer be 
considered a resident for IME and direct 
GME purposes. 

Comment: One commenter believed 
that the proposed revision to § 413.75(b) 
that seeks to clarify which trainees are 
allowable for Medicare GME payment 
by including the terms ‘‘formally 
accepted, enrolled, and participating in’’ 
to the definition of a ‘‘resident’’ needs to 
be more comprehensive and more 
focused. The commenter stated that 
codifying that an approved program 
must be formally organized does not 
help to resolve questions regarding 
unaccredited programs, particularly for 
‘‘services of residents not in approved 
GME programs’’ (42 CFR 415.202) or 
attending or junior attending physicians 
participating in informal training or 
‘‘nontraining.’’ The commenter 
suggested that expansing the definition 
of an ‘‘approved program’’ would be 
more appropriate than expanding the 
definition of a ‘‘resident.’’ According to 
the commenter, the main issue is 
‘‘formal unaccredited programs,’’ and ‘‘it 
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would be more helpful to define what 
they are rather than focus on a few 
obvious examples of what they are not.’’ 
The commenter suggested the following 
expanded definition of an ‘‘approved 
residency program’’ that ‘‘may count 
toward certification of the participant in 
a specialty or subspecialty’’ (42 CFR 
413.75(b)): ‘‘A training program that 
‘may count toward certification’ would 
be one that is a formally organized 
unaccredited program and may be 
counted by individual ABMS boards 
when accepting a candidate’s admission 
to a board certification examination. 
Allowable training includes training 
considered by an individual board’s 
application process.’’ 

The commenter also referred to the 
original conference language 
accompanying the original Medicare 
legislation. The commenter quoted the 
following: ‘‘Medicare shares in the 
hospital’s training cost because it 
increases the quality of care in the 
institution’’ (Senate Finance Committee 
Report 89–404, June 30, 1965). The 
commenter was concerned that the 
proposed rule discussion appears to 
state that Medicare will not share in the 
hospital’s medical education costs for 
an individual training beyond the 
minimum requirements, but rather treat 
these costs as nonhospital costs to be 
paid under the MPFS. Yet, the 
commenter added, section 1832(a)(2) of 
the Act clearly states that residents are 
not paid as physicians. The distinction 
is that resident services are hospital 
costs because training involves a group 
of patients, whereas physicians’ services 
are billed professional fees for services 
to a specific patient. The commenter did 
not believe that it was the Congressional 
intent to change training activities of 
residents once they completed 
minimum accredited specialty and 
subspecialty requirements. 

Response: We disagree with the 
commenter’s assertion that our 
proposed revised definition of 
‘‘resident’’ at § 413.75(b) is not 
sufficiently comprehensive or focused. 
Rather, we believe our proposed revised 
definition of ‘‘resident’’ correctly 
characterizes what a resident is for IME 
and direct GME payment purposes. We 
do not believe that residents not in 
approved programs (as discussed at 
§ 415.202) should be counted as 
residents for IME and direct GME 
payment purposes. Perhaps the 
commenter is confused because 
‘‘resident’’ is defined in two places in the 
regulations, first at § 413.75(b) for 
purposes of direct GME and IME 
payment, and second at § 415.152 for 
purposes of payment for physician 
services in teaching settings. 

Furthermore, we do not believe that 
attending and junior attending 
physicians participating in informal 
training or nontraining should be 
counted as residents for IME and direct 
GME payment purposes either. We 
believe that formal unaccredited 
programs are easy to identify, in that 
they are not accredited by the ACGME 
or AOA. If there is no explicit board 
certification for these programs, the 
participants in these programs cannot be 
counted for IME and direct GME 
payment purposes. Therefore, we do not 
agree with the commenter’s 
recommended expanded definition of 
‘‘approved residency program.’’ 

With regard to the commenter’s 
reference to section 1832(a)(2) of the 
Act, section 1832 addresses the scope of 
benefits for which payment is made 
under Medicare Part B, including 
physician services. Section 1832(a)(2) 
specifically addresses services other 
than inpatient hospital services 
furnished by or under arrangements 
with a provider of services by residents 
of a hospital. We do not believe this 
refers to individuals who are licensed 
(in other words, those are physicians as 
defined at section 1861(r) of the Act) 
and are not in approved programs. 
Therefore, because the individuals are 
licensed and are not in approved 
programs, we believe they should be 
billing for their services under the 
MPFS. If an individual is in an 
approved program, he or she is a 
resident for purposes of a hospital’s IME 
and direct GME FTE count. Further, 
although the commenter is correct that 
Congress did not limit Medicare direct 
GME payment or IME payment to 
training only occurring within the 
initial residency period, the ACGME 
and the ABMS have established 
minimum standards required for 
successful completion of a particular 
specialty or subspecialty. If a physician 
is involved in training that is not part 
of the established requirements, 
payment for the services provided by 
that physician should be made under 
the MPFS, not as part of direct GME or 
IME. Further, we note that it is specious 
for the commenter to assert that it was 
not ‘‘Congressional intent to change 
training activities of residents once they 
completed minimum accredited 
specialty and subspecialty 
requirements.’’ In fact, as expressed in 
the conference report accompanying the 
original Medicare legislation, funding 
for GME activities was intended to be 
time limited. Specifically, the 
conference report stated, ‘‘Educational 
activities enhance the quality of care in 
an institution and it is intended, until 

the community undertakes to bear such 
education costs in some other way, that 
a part of the net cost of such activities 
(including stipends of trainees as well 
as compensation of teachers and other 
costs) should be considered as an 
element in the cost of patient care, to be 
borne to an appropriate extent by the 
hospital insurance program’’ (emphasis 
added) (S. Rep. No. 404, 89th Cong., 1st 
Sess. 36 (1965); H.R. No. 213, 89th 
Cong., 1st Sess. 32 (1965)). Accordingly, 
we believe that Medicare GME funding 
for trainees should be ‘‘time limited’’ 
and not be made in perpetuity for 
trainees that are not in an approved 
medical residency training program or 
for whom the training is not required in 
order to meet the standard requirements 
for board certification. 

Comment: One commenter read the 
proposed rule discussion to suggest that 
if all training must be necessary to meet 
board certification, formal training 
beyond the minimum amount specified 
in the board certification requirements 
should not be included for GME 
payment purposes. The commenter 
believed this statement contradicts 
policy expressed in the September 29, 
1989 Federal Register (54 FR 40306), 
which states, ‘‘If it is clear that these 
individuals are actually in formally 
approved programs, we believe that they 
should be counted as residents in 
approved programs even if the 
individual has completed the 
requirements for board certification.’’ 
The commenter believed that chief 
residents are enrolled in accredited 
programs and are eligible for inclusion 
in the IME and direct GME FTE counts, 
even though certain chief residencies 
extend beyond the minimum accredited 
length of the program. The commenter 
also noted that there are several 
instances, particularly in prestigious 
teaching institutions, where the ACGME 
allows a hospital to offer a program 
length that is longer than the typical 
minimum accredited length for that 
specialty. For example, a hospital may 
choose to operate a 6- or 7-year (as 
opposed to the usual 5-year) surgery 
program, wherein accreditation accrues 
to the entire program, candidates 
compete for slots through the National 
Residency Match Program, and sign 
formal contracts upon entering these 
programs. The commenter referred to a 
letter from CMS (then HCFA) written in 
1996 that acknowledged that, in some 
cases, a university’s formal program 
may be longer than the ACGME’s 
published accreditation length, and 
stated that the school length, rather than 
the accreditation length, would apply. 
The commenter urged CMS to clarify 
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that training beyond the accredited 
length of a formally organized program 
is included in the IME and direct GME 
FTE resident counts. 

Response: We made the statement in 
the September 29, 1989 Federal Register 
(54 FR 40305) that was referenced by 
the commenter in response to a 
comment we received from 
representatives of the specialties of 
internal medicine and family practice 
who requested clarification of the status 
of individuals who are spending a 
fourth year in internal medicine or 
family practice (both 3-year programs). 
The commenters noted that some 
programs add a fourth year for a variety 
of reasons, and in some instances, 
‘‘individuals who have completed their 
requirements for board certification 
spend a fourth year as a chief resident 
and are technically no longer in a 
program leading to certification in a 
specialty or subspecialty’’ (54 FR 40305). 
Our response was as follows: 

‘‘If it is clear that these individuals are 
actually in formally approved programs, 
we believe that they should be counted 
as residents in approved programs even 
if the individual has completed the 
requirements for board certification. The 
situation is not unlike those we 
discussed in the proposed rule 
concerning Transitional Year programs 
and General Dentistry programs, neither 
of which, in itself, lead to certification 
in a specialty or subspecialty. We do not 
believe that Congress enacted section 
1886(h) of the Act to reduce the types 
of programs recognized by Medicare. 
Thus, if the ACGME and other 
accrediting bodies recognize such 
individuals as residents in the General 
Internal Medicine or Family Practice 
program, we would count them for 
purposes of direct GME payment at .5 or 
1.0 FTE depending on whether they are 
still in their initial residency period. We 
would differentiate these individuals 
from those who have completed their 
residency but remain for an additional 
period of time with the academic 
settings to continue their training 
outside the context of a formally 
organized approved program. 
Individuals in the latter group should be 
paid as physicians.’’ (54 FR 40305 and 
40306) 

We recently consulted with the 
ACGME to determine what its policy is 
regarding individuals, such as ‘‘chief 
residents,’’ that, in certain programs, 
stay beyond the minimum accredited 
length of the program. We learned that 
in the surgical specialties and a few of 
the other hospital-based specialties, all 
fifth year (or final year of training) 
residents are considered ‘‘chief 
resident,’’ or in their chief resident year. 

This is the final year of the ACGME- 
accredited program. Therefore, we 
consider ‘‘chief residents’’ in surgery 
programs to be residents for IME and 
direct GME payment purposes. 
However, we learned from the ACGME 
that in internal medicine and pediatrics, 
acting as a ‘‘chief resident’’ is not a 
requirement. There are only a select few 
‘‘chief residents’’ per program, and the 
chief residency is completed after the 
final year of the ACGME-accredited 
residency. According to the ACGME, it 
is not part of the accredited training. 
Therefore, although our policy in the 
September 29, 1989 Federal Register 
allowed chief residency years that were 
completed after the minimum 
requirements for board certification 
have been met to be considered part of 
an approved program for IME and direct 
GME payment purposes, effective for 
cost reporting periods beginning on or 
after October 1, 2010, we are revising 
our policy regarding chief residencies 
that occur after the accredited program 
is completed and when minimum 
requirements for board certification are 
already satisfied. That is, individuals 
that act as chief residents after they have 
completed the accredited program and 
have satisfied minimum requirements 
for board certification are no longer 
considered residents for IME and direct 
GME payment purposes. (We 
understand they would be considered 
junior faculty in many teaching 
hospitals.) This is consistent with our 
policy as expressed in the proposed 
rule, which states that in order to decide 
whether an individual is considered a 
resident or a physician for purposes of 
Medicare payment, the pertinent 
questions are (1) whether the individual 
actually needs the training in order to 
meet board certification requirements in 
that specialty; and (2) whether the 
individual is formally enrolled and 
participating in an organized, 
standardized, structured course of 
study. Because the chief residents in 
internal medicine and pediatrics do not 
need the training in order to meet board 
certification requirements, effective for 
cost reporting periods beginning on or 
after October, 1, 2010, we are not 
considering them to be residents for IME 
and direct GME payment purposes. 

With regard to the comment asserting 
that the ACGME allows a hospital to 
offer a program length that is longer 
than the typical minimum accredited 
length for that specialty, and that 
accreditation accrues to the entire 
program, we consulted with the ACGME 
on this point as well. We were informed 
that this additional time is not part of 
the accredited program, nor is the 

ACGME aware of when the situations 
described by the commenter occur. 
Therefore, individuals training in a 
hospital’s program that extend beyond 
the actual accredited length are not 
considered residents for IME and direct 
GME payment purposes because they 
are no longer training in an accredited 
program according to the ACGME. Thus, 
for example, an individual training in a 
6- or 7-year general surgery program 
would only be counted as a resident for 
IME and direct GME purposes in PGYs 
1 through 5. The commenter references 
a letter that CMS (then HCFA) wrote in 
1996 that addresses this point of 
hospitals that operate programs that 
extend beyond the minimum accredited 
length. CMS was asked ‘‘What are the 
criteria for determining [sic] approved 
program length for IME?’’ We 
responded, in part, as follows: 

‘‘* * * we do believe the length of an 
approved program may be of relevance 
in the intermediary’s IME 
determination. The question then is, 
what is to be considered the program’s 
recognized length? In your letter, you 
stated that BCCA’s (Blue Cross of 
California) position is that ‘the approved 
program length is the ACGME published 
accreditation length for the specific 
university.’ We generally agree with this 
position. However, we acknowledge that 
the ACGME published accreditation 
length may reflect only the minimum 
number of years and that in some cases, 
the university’s formal program may be 
longer. For the intermediary to 
recognize a program length that is 
longer than that published by the 
ACGME, the intermediary should expect 
to see that a majority of residents are in 
the program for the same length of time. 
This establishes a base by which 
aberrancies can be identified. There may 
be a legitimate reason for a full-time 
resident to be formally enrolled in an 
approved program for a length of time 
that is greater than the norm, but, again, 
this would need to be explained and 
documented by the provider. If 
residents are serving as fellows or chief 
residents, they must be doing so under 
an approved program to be counted.’’ 

In this response above, we were 
allowing participants in a program that 
extends beyond the minimum 
accredited length to be counted as 
residents for IME (and direct GME) 
purposes if the hospital could document 
to the intermediary that the majority of 
participants were training in the 
program for the same length of time. 
However, based on what we have 
recently learned from the ACGME, this 
position expressed in the 1996 letter is 
not consistent with the ACGME’s 
policy. That is, the time spent in a 
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program beyond the minimum 
accredited length is not recognized by 
the ACGME, even if the majority of the 
participants in the program are training 
beyond the accredited length for the 
same length of time. Accordingly, 
effective for cost reporting periods 
beginning on or after October 1, 2010, 
we are changing our policy regarding 
programs that hospitals operate for 
longer than the accredited (that is, the 
minimum) length. That is, individuals 
training in a program that extends 
beyond the actual accredited length are 
not considered residents for IME and 
direct GME payment purposes for the 
period of time extending beyond the 
minimum accredited length, because 
they are no longer training in an 
accredited program according to the 
ACGME. 

Comment: One commenter 
recommended that CMS adopt a policy 
that in order for a program to be 
approved, it should be at least a year in 
length. The commenter believed that 
this would distinguish formal programs 
from shorter continuing medical 
education and inservice training of 
physicians. 

Response: We are sympathetic to the 
commenter’s recommendation because 
it seems consistent with our existing 
policy regarding what an approved, 
formal, structured program is. As we 
indicated in the proposed rule, since the 
early days of Medicare, prior to the 
enactment of section 1886(h) of the Act, 
when hospitals received payment on a 
reasonable cost basis for ‘‘approved 
educational activities,’’ we defined such 
activities as ‘‘formally organized or 
planned programs of study operated or 
supported by an institution, as 
distinguished from ‘on-the-job,’ 
‘inservice,’ or similar work-learning 
programs’’ (emphasis added) (PRM–I, 
section 402.1). However, we do not 
believe we need to change the 
regulations text to specify that an 
approved program must be ‘‘at least 1 
year in length’’ because we believe that 
programs that meet the definition of 
‘‘approved’’ are 1 year in length. We may 
consider this recommendation for future 
rulemaking if we find that it is 
necessary. 

Comment: One commenter indicated 
that from its experience, certifying 
boards do allow unaccredited training 
as part of the required training, and the 
boards may not want to provide specific 
statements regarding the types of 
allowable unaccredited training in order 
to maintain flexibility in the 
requirements. The commenter 
mentioned that the requirements listed 
by the American Board of Radiology for 
certification in vascular and 

interventional radiology include one 
year of training in an ACGME accredited 
subspecialty program and ‘‘one year of 
practice or additional training (one-third 
of that time) in the subspecialty.’’ 
Accordingly, the commenter stated that 
a hospital may only be able to document 
that unaccredited training was accepted 
by a board after a resident achieved 
certification. 

Response: A distinction should be 
made between training that an 
individual pursues that is in addition to 
the minimum standards required for 
completion of the accredited program 
and for board certification, and 
unaccredited training that is actually 
required for board certification. As we 
stated in response to a previous 
comment, while we understand that 
there could be some degree of 
personalized consideration when an 
individual applies to sit for a board 
examination, this does not mean that all 
of the training that the individual has 
completed is actually required. 
Accordingly, GME payments should not 
be made with respect to training that 
extends beyond the minimum 
requirements. With regard to 
unaccredited training that is actually 
required for board certification, we 
understand that, in certain cases, a 
board may accept unaccredited training 
as fulfilling part of the requirements for 
certification. However, the board would 
not typically accept only unaccredited 
training, nor would a hospital or trainee 
know with certainty whether a 
particular ‘‘training’’ experience will 
ultimately be accepted, if, as the 
commenter mentioned (as in the case of 
vascular and interventional radiology), 
often the training, and its content and 
quality, must be verified by the program 
director and then reviewed by the 
board. Further, we do not believe it is 
prudent or practical to wait until after 
an individual’s training was accepted by 
a board to know if that individual 
should be included in the IME and 
direct GME resident counts. To 
encourage simplicity in administering a 
national program, it is not unreasonable 
for CMS to establish guidelines for 
determining whether an individual 
should be included in the FTE count. 
Therefore, in the absence of 
accreditation and foreknowledge as to 
whether unaccredited training would be 
accepted by a board, it is simpler and 
more practical for such an individual to 
be categorized as a physician, not a 
resident, even if the particular ‘‘training’’ 
is ultimately accepted by the board. 

In the case of vascular and 
interventional radiology subspecialty 
programs, the American Board of 
Radiology (ABR) states that the 

requirements for board certification in 
vascular and interventional radiology 
are (in part) as follows: ‘‘You must 
successfully complete one year of 
fellowship training (after residency) in a 
vascular and interventional radiology 
program accredited by the ACGME or by 
the RCPSC (Canada). You must also 
complete one year of practice or 
additional approved training, with one- 
third of that year spent in vascular and 
interventional radiology’’ (emphasis 
added). (http://www.theabr.org/ic/ 
ic_vir/ic_vir_req.html). The commenter 
excluded the word ‘‘approved’’ from its 
comment. We have spoken with the 
ABR and learned that ‘‘approved’’ means 
some kind of one year experience (July 
to June) that the ABR would approve, 
not before the training begins, but 
during or toward the end of the training 
year, when the individual registers with 
the ABR in order to schedule the 
examination in vascular and 
interventional radiology. Again, we 
believe that when it is not known with 
certainty at the time an individual 
begins a course of ‘‘training’’ whether the 
board will ultimately accept that 
training, that experience should not be 
counted as a residency for IME and 
direct GME payment purposes. 

A clear example of time that may be 
counted toward board certification but 
certainly should not be considered 
residency training for inclusion in the 
IME and direct GME resident counts is 
practice experience. Regarding the time 
spent in ‘‘one year of practice,’’ while the 
ABR clearly accepts such time as 
counting toward certification, we do not 
believe that during that time in which 
the individual is ‘‘practicing’’ that he or 
she is considered a resident, particularly 
not for IME and direct GME payment 
purposes. It is appropriate for an 
individual who is practicing to be 
billing under the MPFS. With regard to 
the DIRECT pathway (http:// 
www.theabr.org/ic/ic_vir/ 
ic_vir_direct.html), which is another 
method of attaining board certification 
in vascular and interventional 
radiology, PGYs 1 through 6 are training 
years that are accredited by the ACGME. 
Therefore, the trainee can be considered 
a resident during those 6 years. 
However, PGY7 is 12 months of clinical 
practice, and an individual would be 
considered a physician during this year 
and should bill under the MPFS 
accordingly. 

Comment: One commenter urged 
CMS to work with the ABMS to identify 
unaccredited training programs that the 
certifying boards accept toward meeting 
the requirements for board certification, 
so as to establish more clearcut 
guidelines for hospitals to use to 
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identify which programs would be 
considered residencies for GME 
payment purposes under Medicare. 

Response: We believe it is important 
to consult with the accrediting and 
certifying agencies to ensure that our 
policies are consistent with theirs, and 
we welcome communication with them 
now and in the future. However, for the 
purpose of this final rule, we are 
providing clear policy guidance to 
hospitals and Medicare contractors for 
purposes of determining whether an 
individual should be treated as a 
resident or a physician. Essentially, a 
resident for IME and direct GME 
payment purposes is an individual who, 
in accordance with our revised 
definition of ‘‘resident’’ at § 413.75(b), is 
formally accepted, enrolled, and 
participating in an approved medical 
residency program, including programs 
in osteopathy, dentistry, and podiatry, 
as required in order to become certified 
by the appropriate specialty board. The 
program would be ‘‘approved’’ if it is 
either accredited by one of the four 
recognized accrediting bodies, or if not 
accredited, the individual may be 
counted as a ‘‘resident’’ if the individual 
actually needs the training in order to 
meet the standard board certification 
requirements established for that 
specialty. 

Comment: One commenter noted that, 
in addition to clarifying whether an 
individual is a resident or a physician, 
CMS proposed to revise the definitions 
of ‘‘resident’’ and ‘‘primary care resident’’ 
effective for cost reporting periods 
beginning on or after October 1, 2010. 
The commenter asked whether these 
definitions reflect a clarification of 
existing policy, or, as the existence of a 
prospective effective date suggests, a 
change in policy. If it is a change in 
policy, the commenter asked what 
criteria should be applied for periods 
prior to October 1, 2010, in determining 
whether an individual is a resident 
because some contractors have been 
using criteria similar to those described 
in the proposed rule’s preamble to 
determine which individuals should be 
included in the IME and direct GME 
FTE counts. 

Response: In the recent past, we had 
been made aware of a situation at a 
hospital where graduates of allopathic 
medical schools were training in 
programs that were accredited by the 
AOA. The AOA has had a longstanding 
policy that only graduates of osteopathic 
schools may enroll and participate in 
osteopathic residency programs; 
graduates of allopathic medical schools 
may not be accepted and train in 
osteopathic programs. Nevertheless, 
despite this rule, a hospital did train 

allopathic individuals in an osteopathic 
accredited program and sought to count 
those allopathic FTEs in the IME and 
direct GME counts. Because the hospital 
was able to show that at least one of 
those allopathic individuals was able to 
use the osteopathic training toward 
fulfillment of the allopathic board’s 
requirements (and, in fact, successfully 
achieved allopathic board certification), 
the hospital argued that although the 
allopathic individuals were not formally 
enrolled in the AOA accredited program 
(since doing so was against AOA 
policy), the training did count toward 
board certification, as evidenced by the 
one trainee who did successfully sit for 
the allopathic board. Therefore, the 
hospital added, the training of these 
allopathic individuals in the osteopathic 
program was sufficient for all the 
allopathic individuals in the osteopathic 
program to be counted as residents for 
IME and direct GME purposes. 

Because the existing definition of 
‘‘resident’’ at § 413.75(b) states, 
‘‘Resident means an intern, resident, or 
fellow who participates in an approved 
medical residency program, including 
programs in osteopathy, dentistry, and 
podiatry, as required in order to become 
certified by the appropriate specialty 
board’’ (emphasis added), we were 
persuaded to allow the hospital to count 
as residents those allopathic individuals 
who trained in the AOA accredited 
program. We were persuaded because 
those individuals arguably did 
‘‘participate’’ in an otherwise AOA- 
approved medical residency program as 
required ‘‘in order to become certified by 
the appropriate specialty board.’’ (We 
understand that the hospital has since 
stopped training allopathic graduates in 
the osteopathic accredited program.) We 
note that, in part, the statutory and 
regulatory intent behind the definitions 
of ‘‘approved medical residency training 
program’’ and ‘‘resident’’ is to protect the 
‘‘approved’’ status of training in typical 
accredited programs for residents who 
may participate in the formal program 
but, on rare occasions, may not 
complete their course of training. We do 
not believe the definitions were 
intended to include a program such as 
the particular hospital’s program, 
which, from its inception, in its entirety, 
was not accredited by the AOA, and 
where only on rare occasions did 
participation in the osteopathic program 
count towards certification in an 
ACGME accredited program. However, 
the previous regulation could be read 
differently such that if even one trainee 
went on to become board certified on 
the basis of that training, all participants 
in that program could be counted as 

residents for IME and direct GME 
payment purposes. We believe that it is 
appropriate to close the loopholes that, 
for example, had previously allowed the 
allopathic graduates to be counted as 
residents while inappropriately training 
in an AOA program by clarifying that a 
resident must actually be formally 
enrolled and participating in an 
approved medical residency program. 
Therefore, we proposed to make a 
prospective change to the definition of 
‘‘resident,’’ effective for cost reporting 
periods beginning on or after October 1, 
2010, to emphasize that it is not 
sufficient for an individual to merely 
‘‘participate’’ in an otherwise approved 
medical residency program which may 
ultimately be counted toward board 
eligibility for his or her own 
certification, or the certification of any 
of the other trainees in the program. 
Rather, under the proposed revised 
definition of ‘‘resident’’ and ‘‘primary 
care resident’’ which we are finalizing in 
this final rule, the individual must be 
‘‘formally accepted, enrolled, and 
participating in an approved medical 
residency program, including programs 
in osteopathy, dentistry, and podiatry, 
as required in order to become certified 
by the appropriate specialty board.’’ We 
believe this addition to the definition of 
‘‘resident’’ that the individual must be 
formally accepted and enrolled in the 
program also will further ensure that 
junior faculty or other advanced trainees 
who merely ‘‘participate’’ in some 
training but are not actually formally 
accepted and enrolled in the program 
are not counted as FTEs for IME and 
direct GME purposes. 

To respond to the commenter’s 
specific question as to what criteria 
should be applied for periods prior to 
October 1, 2010, in determining whether 
an individual is a resident, because 
some contractors have been using 
criteria similar to those described in the 
preamble of the proposed rule to 
determine which individuals should be 
included in the IME and direct GME 
FTE counts, we believe that prior to 
October 1, 2010, the existing regulations 
text would be controlling. Thus, much 
of the policy prior to and after October 
1, 2010, is the same. However, as 
explained in response to a previous 
comment, we are changing our policy 
with respect to chief residencies and to 
programs that hospitals operate that 
extend beyond the accredited length. 
Prior to cost reporting periods beginning 
on or after October 1, 2010, according to 
the September 29, 1989 Federal Register 
(54 FR 40305), if it is clear that chief 
residents are actually in formally 
organized approved programs, they 
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could be counted as residents even if 
they have completed the requirements 
for board certification. However, 
effective for cost reporting periods 
beginning on or after October 1, 2010, 
we are changing our policy regarding 
chief residencies that occur after the 
accredited program is completed and 
when minimum requirements for board 
certification are already satisfied. That 
is, individuals that act as chief residents 
after they have completed the accredited 
program and have satisfied minimum 
requirements for board certification are 
not considered residents for IME and 
direct GME payment purposes. 

With regard to programs that are 
offered for longer than the minimum 
accredited length for that specialty, 
prior to cost reporting periods beginning 
on or after October 1, 2010, we are 
allowing participants in a program that 
extends beyond the minimum 
accredited length to be counted as 
residents for IME and direct GME 
purposes if the hospital could document 
to the fiscal intermediary or MAC that 
the majority of participants were 
training in the program for the same 
length of time. However, effective for 
cost reporting periods beginning on or 
after October 1, 2010, we are changing 
our policy regarding programs that 
hospitals extend beyond the minimum 
accredited program length for the 
specialty. That is, individuals training 
in a program that extends beyond the 
actual accredited length are not 
considered residents for IME and direct 
GME purposes for the time extending 
beyond the minimum accredited length 
because such training is not part of the 
accredited program according to the 
ACGME. We would expect that an 
individual who has trained in an 
accredited program for the number of 
years for which the program is 
accredited (for example, in a surgery 
program, this would be 5 years) would 
have satisfied the minimum 
requirements for board certification in 
that specialty. 

Comment: One commenter listed 
several examples of specialties where 
the boards for those specialties require 
unaccredited training for certification. 
The commenter pointed out that, in 
addition to some subspecialties of 
radiology, the American Board of 
Pathology used to require a 
‘‘credentialing’’ year in addition to 
ACGME-accredited training in 
pathology. In addition, in the late 1990s, 
the American Board of Pediatrics 
offered several new certificates in 
subspecialties such as Adolescent 
Medicine, Pediatric Emergency 
Medicine, Developmental-Behavioral 
Pediatrics, although ACGME 

accreditation for these subspecialties 
did not yet exist at that time. Between 
2005 to 2009, the Board of Psychology 
and Neurology allowed a 
‘‘grandfathering period’’ for certain 
fellows who did not participate in 
ACGME-accredited vascular neurology 
programs since 2003. Subspecialties of 
obstetrics and gynecology are currently 
not accredited by the ACGME, but it is 
well known that board certificates are 
available from the American Board of 
Obstetrics and Gynecology for these 
subspecialties. The commenter listed 
other examples of unaccredited training 
accepted by various boards, with the 
point being that CMS should allow 
participants in these programs to be 
counted in the IME and direct GME FTE 
counts. 

Response: We understand that, 
historically, it was not unusual for a 
particular board to begin offering 
certificates in a subspecialty prior to the 
ACGME’s establishment of accreditation 
standards for those programs. Training 
in a specialized area may go on for 
several years before it is recognized by 
ACGME as an accredited sub-specialty. 
We understand that the certifying 
boards, in certain instances, allow for 
individuals who have received 
applicable training prior to the existence 
of board certification in a subspecialty 
to be ‘‘grandfathered’’ and receive a 
board certificate even though there was 
no board examination in existence yet at 
the time of the individual’s training, and 
the training was not accredited by 
ACGME. However, this practice varies 
by board and subspecialty; there is no 
uniform policy. Regardless, for 
Medicare IME and direct GME purposes, 
if at the time of the individual’s 
training, there did not exist either 
ACGME accreditation or a specific 
board certificate in that subspecialty, 
those individuals could not be 
considered residents during their 
training, nor could a hospital 
subsequently request reopening of its 
contemporaneous cost reports to 
include those individuals in the FTE 
count after the fact once board 
certification or ACGME accreditation 
becomes available for that program. As 
we stated above, in the absence of 
accreditation and foreknowledge as to 
whether unaccredited training would be 
accepted by a board, the individual 
should be categorized as a resident for 
IME and direct GME purposes, even if 
the particular ‘‘training’’ is ultimately 
accepted by the board. 

With respect to subspecialties of 
obstetrics and gynecology, those 
subspecialties continue to not be 
accredited by the ACGME. It is widely 
known that the American Board of 

Obstetrics and Gynecology 
independently recognizes and offers 
certification to participants in those 
subspecialties. We believe that trainees 
in subspecialties of obstetrics and 
gynecology for which an explicit board 
certification is offered are considered 
residents, in accordance with the 
definition of ‘‘approved medical 
residency training program’’ at 
§ 413.75(b). 

We received some comments that 
were not within the scope of the 
proposals, such as funding for second 
year pharmacy residencies and what 
constitutes a new medical residency 
training program. We are not responding 
to these comments at this time. 

After consideration of the public 
comments we received, we are adopting 
as final, with some modification, our 
proposed revisions. Specifically, we are 
clarifying that individuals participating 
in a specialized course of training 
created by a senior physician, and not 
under the auspices of a national 
accrediting body, and for which there is 
no explicit existing board certification 
examination, may not be counted for 
IME and direct GME payment purposes. 
Such individuals should be treated as 
physicians (assuming full licensure) and 
their services billed to Medicare for 
payment as physicians’ services. If an 
individual has already successfully 
completed at least one residency 
program and has met the generally 
applicable requirements to be board 
eligible in a specialty (regardless of 
whether the individual has passed the 
board examination for that specialty), 
and is engaged in subsequent training 
that will not provide additional 
knowledge or skills that could be 
applied for board certification in 
another different subspecialty, the 
individual will be treated and bill for 
services provided as a physician 
(assuming full licensure). We are 
making a technical change to the 
definition of ‘‘approved medical 
residency program’’ under § 415.152 
relating to payment for physician 
services in teaching settings. We also are 
revising the definition of ‘‘resident’’ at 
§ 413.75(b) to mean ‘‘an intern, resident, 
or fellow who is formally accepted, 
enrolled, and participating in an 
approved medical residency program, 
including programs in osteopathy, 
dentistry, and podiatry, as required in 
order to become certified by the 
appropriate specialty board.’’ We are 
making a conforming change to the 
definition of ‘‘primary care resident’’ to 
mean ‘‘a resident who is formally 
accepted, enrolled, and participating in 
an approved medical residency training 
program in family medicine, general 
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internal medicine, general pediatrics, 
preventive medicine, geriatric medicine 
or osteopathic general practice.’’ These 
change in the definitions of ‘‘resident’’ 
and ‘‘primary care resident’’ are effective 
for IME and direct GME for cost 
reporting periods beginning on or after 
October 1, 2010. Essentially, a resident 
for IME and direct GME purposes is an 
individual who, in accordance with our 
revised definition of ‘‘resident’’ at 
§ 413.75(b), is formally accepted, 
enrolled, and participating in an 
approved medical residency program, 
including programs in osteopathy, 
dentistry, and podiatry, as required in 
order to become certified by the 
appropriate specialty board. The 
program would be an ‘‘approved 
program’’ if it is either accredited by one 
of the four recognized accrediting 
bodies, or if not accredited, the 
individual who is formally accepted, 
enrolled, and participating in the 
program actually needs the training in 
order to meet the established minimum 
standards for board certification 
requirements in that specialty. 

With regard to chief residencies, 
effective for cost reporting periods 
beginning on or after October 1, 2010, 
we are changing our policy to provide 
that individuals that act as chief 
residents after they have completed the 
accredited program and have satisfied 
minimum requirements for board 
certification are not considered 
residents for IME and direct GME 
payment purposes. With regard to 
programs that are extended by a hospital 
for longer than the minimum accredited 
length for that specialty, effective for 
cost reporting periods beginning on or 
after October 1, 2010, we are changing 
our policy to provide that such training 
is not part of an approved program. That 
is, individuals training in a program that 
extends beyond the actual accredited 
program length are not considered 
residents for IME and direct GME 
purposes because they are no longer 
training in an accredited program 
according to the ACGME. 

3. Electronic Submission of Affiliation 
Agreements 

Sections 1886(h)(4)(F) and 
1886(d)(5)(B)(v) of the Act establish 
limits on the number of allopathic and 
osteopathic FTE residents that hospitals 
may count for purposes of calculating 
direct GME payments and the IME 
adjustment. In addition, under the 
authority granted by section 
1886(h)(4)(H)(ii) of the Act, the 
Secretary issued regulations on May 12, 
1998 (63 FR 26358) to allow institutions 
that are members of the same Medicare 
GME affiliated group to elect to apply 

their direct GME and IME FTE resident 
caps based on the aggregate cap of all 
hospitals that are part of the Medicare 
GME affiliated group. Under the 
regulations, specified at § 413.79(f) for 
direct GME and at § 412.105(f)(1)(vi) for 
IME, hospitals that are part of the same 
Medicare GME affiliated group are 
permitted to adjust their caps to reflect 
the rotation of residents among affiliated 
hospitals during an academic year. 
Under § 413.75(b), a Medicare GME 
affiliated group may be formed by two 
or more hospitals (1) If the hospitals are 
located in the same urban or rural area 
or in a contiguous area and have a 
shared rotational arrangement as 
specified at § 413.79(f)(2); or (2) if the 
hospitals are not located in the same or 
in a contiguous area, but have a shared 
rotational arrangement and they are 
jointly listed as the sponsor, primary 
clinical site, or major participating 
institution for one or more programs as 
these terms are used in the most recent 
publication of the Graduate Medical 
Education Directory, or are jointly listed 
as the sponsor is listed under 
‘‘affiliations and outside rotations’’ for 
one or more programs in Opportunities, 
Directory of Osteopathic Post-doctoral 
Education Programs; or (3) effective 
beginning July 1, 2003, if the hospitals 
are under common ownership and have 
a shared rotational arrangement under 
§ 413.79(f)(2). 

The existing regulations at 
§ 413.79(f)(1) specify that each hospital 
in a Medicare GME affiliated group 
must submit a Medicare GME affiliation 
agreement (as defined under § 413.75(b)) 
to the CMS fiscal intermediary or MAC 
servicing the hospital and send a copy 
of the agreement to CMS’ Central Office 
no later than July 1 of the residency 
program year during which the 
Medicare GME affiliation agreement 
will be in effect. For example, in order 
for a hospital to receive a temporary 
adjustment to its FTE resident caps to 
reflect participation in a Medicare GME 
affiliated group for the academic year 
July 1, 2009–June 30, 2010, each 
hospital in the affiliated group had to 
submit a Medicare GME affiliation 
agreement to the fiscal intermediary or 
MAC servicing the hospital and send a 
copy of the agreement to CMS’ Central 
Office no later than July 1, 2009. 

As we discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule, over the last 
several years, we have received 
numerous inquiries regarding the 
possibility of submitting the Medicare 
GME affiliation agreement 
electronically. To date, CMS has only 
accepted signed hard copies of Medicare 
GME affiliation agreements. Facsimile 
(FAX) and other electronic submissions 

of affiliation agreements have not been 
acceptable means of transmission of 
affiliation agreements to CMS Central 
Office in order for a hospital to meet the 
requirements of §§ 413.79(f) and 
412.105(f)(1)(vi). 

The increasing frequency of these 
inquiries and our concerns regarding the 
environment and paperwork reduction 
have prompted us to reconsider our 
procedure for hospitals to submit 
Medicare GME affiliation agreements to 
the CMS Central Office. Accordingly, in 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24008) we proposed to 
change our policy to provide for 
electronic submission of the affiliation 
agreement that is required to be sent to 
the CMS Central Office. We indicated 
that this proposal would not affect the 
authority of the fiscal intermediary or 
MAC to continue to specify its 
requirements for submission for 
hospitals in its servicing area. 

We proposed an electronic 
submission process that would consist 
of either an e-mail mailbox or a Web site 
where hospitals would submit their 
Medicare GME affiliation agreements to 
the CMS Central Office. As part of this 
process, a copy of the Medicare GME 
affiliation agreement would need to be 
received through the electronic system 
no later than 11:59 p.m. on July 1 of 
each academic year. We proposed that 
the electronic affiliation agreement 
would need to be submitted either as a 
scanned copy or a Portable Document 
Format (PDF) version of that hard copy 
agreement or in another electronic 
format that cannot be subject to 
manipulation. This requirement will 
enable CMS to ensure that the 
agreements are signed and dated as 
required in the regulations at § 413.75. 

Comment: Commenters supported the 
proposal for the electronic submission 
process for affiliation agreements and 
stated that it would help reduce 
hospitals’ administrative burdens. Many 
commenters also stated that the 
proposed electronic process was a 
logical and more administratively 
simple method of submitting affiliation 
agreements. Several commenters 
suggested that CMS provide hospitals 
with documentation of the agency’s 
receipt of the electronic submissions of 
their affiliation agreements, due to the 
time sensitive nature of this policy. 

Response: We appreciate these 
commenters’ support for the proposed 
process. As we begin the development 
of the electronic submission system for 
affiliation agreements, we intend to 
include a mechanism within that system 
for acknowledging receipt of the 
agreements to hospitals upon the 
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submission of their agreements, as the 
commenters suggested. 

Comment: One commenter praised 
CMS’ efforts to ease the paperwork 
burden for hospitals, but also claimed 
that the proposal was not far-reaching 
enough toward that end. The 
commenter requested that CMS 
establish an electronic submission 
process that was easy to use and that 
fiscal intermediaries and MACs are 
required to use to receive affiliation 
agreements as well. The commenter also 
recommended that CMS ease the 
Medicare GME affiliation agreement 
criteria in general and allow affiliation 
agreements to become effective as of the 
date that the agreement is filed with the 
CMS Central Office. 

Response: We appreciate these 
comments, and we will take them into 
consideration for the future as we plan 
to implement the electronic submission 
system that will accept affiliation 
agreements. One of the goals in 
planning the development of the system 
is to make the system user-friendly as 
possible. 

The comments that we received 
regarding the criteria for affiliation 
agreements are not within the scope of 
the proposed rule. Therefore we are not 
addressing them in this final rule. We 
did not propose to make any additional 
changes to our policies regarding 
Medicare GME affiliation agreements for 
FY 2011. 

After consideration of the public 
comments we received, we are 
finalizing our proposed policy for 
accepting electronic submission of 
Medicare GME affiliation agreements. 
We believe that allowing the electronic 
submission of affiliation agreements to 
the CMS Central Office will assist CMS 
in more effectively tracking the groups 
of hospitals that affiliate as well as the 
numbers of FTE cap slots that are being 
transferred within those groups. In 
addition, we believe an electronic 
submission process will minimize the 
paperwork burden for hospitals. 

We are currently in the process of 
developing the electronic submission 
system for Medicare GME affiliation 
agreements. If a system is developed 
that is ready to receive affiliation 
agreements for the academic year 
beginning July 1, 2011, we will notify 
teaching hospitals by May 2011 of the 
electronic submission process in order 
to allow ample time for the preparation 
and electronic submission of affiliation 
agreements before the July 1, 2011 
deadline. We will continue to accept 
hard copies of affiliation agreements 
even if the electronic submission system 
is in operation for the academic year 
beginning July 1, 2011. Hard copies of 

affiliation agreements should continue 
to be sent to: Director, Division of Acute 
Care, Centers for Medicare and 
Medicaid Services, Attn: Tzvi Hefter, 
Mailstop C4–08–06, 7500 Security 
Boulevard, Baltimore, MD 21244. 

4. Technical Correction to the 
Regulations Relating to the Cost of 
Approved Nursing and Allied Health 
Education Activities 

Medicare has historically paid 
providers for the program’s share of the 
costs that providers incur in connection 
with approved educational activities, 
which can be divided into three 
categories: (1) The costs of approved 
GME programs in medicine, osteopathy, 
dentistry and podiatry; (2) approved 
nursing and allied health education 
activities operated by a provider; and (3) 
all other costs that can be categorized as 
educational programs and activities that 
are considered to be part of normal 
operating costs. Existing regulations on 
nursing and allied health education 
program costs are located at § 413.85. 
Costs of approved nursing and allied 
health education programs that are 
operated by a provider are excluded 
from the definition of inpatient hospital 
operating costs and are not included in 
the calculation of the payment rates for 
hospitals paid under the IPPS or in the 
calculation of the payments to hospitals 
and hospital units excluded from the 
IPPS. These costs are separately 
identified and ‘‘passed through’’ (that is, 
paid separately on a reasonable cost 
basis). 

We recently discovered that a passage 
in the January 12, 2001 Nursing and 
Allied Health Education final rule (66 
FR 3371) incorrectly states that pass- 
through payment for the time students 
train in hospital outpatient departments 
is not allowed. That is, the passage 
incorrectly indicates that pass-through 
payment is only allowed for training 
while providing care directly to hospital 
inpatients. The regulations in two 
places at § 413.85 also incorrectly limit 
the allowable costs to the inpatient areas 
of the hospital as follows: (1) ‘‘Approved 
educational activities’’ are defined at 
§ 413.85(c)(2), in part, as programs that 
‘‘Enhance the quality of inpatient care at 
the provider,’’ (emphasis added); and (2) 
under the general payment rules at 
§ 413.85(d)(1)(i)(C), payment for the net 
costs of nursing and allied health 
education activities is determined on a 
reasonable cost basis, if, in part, the 
approved medical education activity 
‘‘Enhances the quality of inpatient care 
at the provider’’ (emphasis added). 
However, we note that the Provider 
Reimbursement Manual, Part 1, section 
402.1.A, states that the ‘‘approved 

educational activity’’ must be ‘‘designed 
to enhance the quality of health care in 
the institution or to improve the 
administration of the institution’’ 
(emphasis added). The PRM expresses 
the correct longstanding policy, 
indicating that both inpatient and 
outpatient training costs are allowable 
for pass-through payment. We are 
correcting the regulations at 
§ 413.85(c)(2) and § 413.85(d)(1)(i)(C) to 
indicate that ‘‘approved educational 
activities’’ are those that ‘‘Enhance the 
quality of health care at the provider.’’ 
However, costs of training activities 
occurring in areas of the hospital other 
than the IPPS or OPPS areas or in 
nonprovider settings continue to not be 
allowed for pass-through payment. 

I. Certified Registered Nurse Anesthetist 
(CRNA) Services Furnished in Rural 
Hospitals and CAHs (§ 412.113) 

Section 2312 of the Deficit Reduction 
Act of 1984 (Pub. L. 98–369) provided 
for reimbursement to hospitals on a 
reasonable cost basis for the costs that 
hospitals incur in connection with the 
services of certified registered nurse 
anesthetists (CRNAs). Section 2312(c) 
provided that pass-through of CRNA 
costs was effective for cost reporting 
periods beginning on or after October 1, 
1984, and before October 1, 1987. 
Section 9320 of the Omnibus Budget 
Reconciliation Act of 1986 (Pub. L. 99– 
509) (which established a fee schedule 
for the services of nurse anesthetists) 
amended section 2312(c) of Pub. L. 98– 
369 by extending the CRNA pass- 
through provision through cost 
reporting periods beginning before 
January 1, 1989. In addition, Public Law 
99–509 amended section 1861 of the Act 
to add a new subsection (bb), which 
provides that CRNA services include 
anesthesia services and related care 
furnished by a CRNA. Section 608 of the 
Family Support Act of 1988 (Pub. L. 
100–485) extended pass-through 
payments for CRNA services through 
1991 and amended section 9320 of 
Public Law 99–509 by including 
language referring to eligibility for pass- 
through payments for CRNA services if 
the facility is ‘‘* * * a hospital located 
in a rural area (as defined for purposes 
of section 1886(d) of the Social Security 
Act). * * *’’ Reasonable cost-based 
payment for CRNA services was 
extended indefinitely by section 6132 of 
the Omnibus Budget Reconciliation Act 
of 1989 (Pub. L. 101–239). 

Section 1886(d) of the Act defines 
‘‘rural’’ as any area outside an urban 
area. This definition of ‘‘rural’’ was in 
effect when Public Law 100–485 was 
implemented. In 1999, the Balanced 
Budget Refinement Act (Pub. L. 106– 
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113) amended section 1886(d)(8) of the 
Act by adding a new subparagraph (E), 
which permits a hospital physically 
located in an urban area to apply for 
reclassification to be treated as rural. In 
addition, Public Law 106–113 made a 
corresponding change to section 
1820(c)(2)(B)(i) of the Act, which 
specifies the location requirements for 
CAH designation, by adding the phrase 
‘‘or is treated as being located in a rural 
area pursuant to section 1886(d)(8)(E).’’ 

The regulations implementing pass- 
through payments for anesthesia 
services and related care furnished by 
qualified nonphysician anesthetists 
employed by a hospital or CAH, 
including CRNAs, are located at 
§ 412.113(c). Section 412.113(c)(2)(i)(A) 
specifies the location requirement for 
facilities that furnish these services and 
are eligible to be paid based on 
reasonable cost for the services. The 
regulations require that the hospital or 
CAH be located in a rural area as 
defined at § 412.62(f) and not be deemed 
to be located in an urban area under the 
provisions of § 412.64(b)(3). The 
regulations at § 412.62(f) mirror section 
1886(d)(2)(D) of the Act and define a 
rural area as ‘‘* * * any area outside an 
urban area.’’ The regulations at 
§ 412.64(b)(3) implement section 
1886(d)(8)(B) of the Act, also known as 
the ‘‘Lugar’’ provision, which requires a 
hospital located in a rural county 
adjacent to one or more urban areas to 
be treated as being located in the urban 
metropolitan statistical area to which 
the greatest number of workers in the 
county commute. 

Under existing regulations, neither 
CAHs nor hospitals that have 
reclassified from urban to rural under 
the regulations at § 412.103 and neither 
CAHs nor hospitals located in Lugar 
counties are eligible to receive pass- 
through payments for anesthesia 
services and related care furnished by 
qualified nonphysician anesthetists. 
However, because the statute, as revised 
by section 608 of Public Law 100–485, 
allows reasonable cost payments for 
CRNA services if the facility is a 
hospital located in a rural area as 
defined for purposes of section 1886(d) 
of the Act, we believe our regulations 
should likewise permit urban hospitals 
that have been reclassified as rural 
under section 1886(d)(8)(E) of the Act to 
qualify for these payments. Therefore, in 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24010), we proposed to 
revise § 412.113(c)(2)(i)(A) to state that, 
effective for cost reporting periods 
beginning on or after October 1, 2010, 
CAHs and hospitals that have 
reclassified pursuant to section 
1886(d)(8)(E) of the Act and § 412.103 of 

the regulations also are rural for 
purposes of section 1886(d) of the Act 
and, therefore, are eligible to be paid 
based on reasonable cost for anesthesia 
services and related care furnished by a 
qualified nonphysician anesthetist. 

We did not propose to change our 
regulations to permit Lugar facilities to 
be paid based on reasonable cost for 
anesthesia services and related care 
furnished by qualified nonphysician 
anesthetists. As noted above, in order to 
be paid based on reasonable cost for 
anesthesia services and related care 
furnished by a qualified nonphysician 
anesthetist, a hospital or CAH must be 
considered rural for purposes of section 
1886(d) of the Act. Lugar facilities 
(facilities that have been reclassified 
under §§ 412.63(b)(3) and 412.64(b)(3)) 
are considered urban for purposes of 
section 1886(d) of the Act. As a result, 
in the proposed rule, we stated that we 
do not believe it would be consistent 
with the statute and our regulations to 
permit these facilities to also be paid on 
a reasonable cost basis for anesthesia 
services and related care furnished by 
qualified nonphysician anesthetists. 

Comment: Several commenters 
supported CMS’ proposal to provide for 
reasonable cost-based payment for 
anesthesia services and related care 
furnished by qualified nonphysician 
anesthetists in rural hospitals and CAHs 
that have reclassified under § 412.103. 
One commenter stated there are three 
facilities in its State that would now 
qualify for CRNA reasonable cost-based 
payments and that the State hospital 
association had been working with CMS 
and Congress for several years to 
address this issue. One commenter 
stated that the role of CRNAs in small 
rural CAHs includes, in addition to 
administering and maintaining 
anesthesia, airway management, IV 
starts, and other triage, trauma, and 
emergency services. The commenter 
stated that, at its facility, CRNAs take 
call 24 hours a day, 7 days a week and 
their clinical skills help to provide 
constant emergency and obstetric 
services. Another commenter in a large 
State noted that the proposed policy 
would increase access to essential 
anesthesia services in rural areas of the 
State, allowing CAHs and rural 
hospitals to provide continuous surgical 
and maternity coverage. One commenter 
stated the proposed policy would allow 
three CAHs in its State, which 
previously received CRNA reasonable 
cost-based payments and were excluded 
from such payment in 2005, to once 
again be paid based on reasonable cost 
for anesthesia services and related care 
furnished by qualified nonphysician 
anesthetists. 

Response: We appreciate the 
commenters’ support of CMS’ proposed 
policy to provide rural hospitals and 
CAHs that have reclassified under 
§ 412.103 with reasonable cost-based 
payments for anesthesia services and 
related care furnished by qualified 
nonphysician anesthetists. 

Comment: Although commenters 
supported the proposed policy 
regarding payment for services provided 
by qualified nonphysician anesthetists, 
the majority of commenters disagreed 
with CMS’ statement in the proposed 
rule that it was not proposing to change 
its policy to provide for reasonable cost- 
based payment for services furnished by 
qualified nonphysician anesthetists in 
facilities located in Lugar counties (75 
FR 24011). Several commenters stated 
that, in the proposed rule, CMS 
proposed to revise the regulations, 
which limited reimbursement for CRNA 
services provided in CAHs to the 
Medicare Resource-Based Relative 
Value Scale, to allow for cost-based 
reimbursement for these services. The 
commenters stated that while the 
proposed rule would allow for 
reimbursement for CRNA services based 
on cost, the proposal does not include 
CAHs located in Lugar counties; 
instead, these facilities would continue 
to be reimbursed using the Medicare 
Physician Fee Schedule. The 
commenters stated that this policy 
approach is inappropriate. Commenters 
stated that they believed there may be 
some confusion that CAHs located in 
Lugar counties receive a financial 
advantage. These commenters stated 
that CAHs located in Lugar counties do 
not receive any benefit from being 
located in such counties because CAHs 
are reimbursed based on cost and not 
based on Medicare DRG payments. 
Commenters stated that CAHs located in 
Lugar counties are faced with ‘‘double 
jeopardy’’ because these CAHs do not 
receive the higher DRG payments that 
IPPS hospitals receive as a result of 
being located in a Lugar county, nor do 
they receive CRNA reasonable cost- 
based payments. Commenters stated 
that very few CAHs are located in Lugar 
counties and therefore a change in CMS’ 
policy to enable these CAHs to receive 
CRNA reasonable cost-based payments 
would have a very small financial 
impact on the Medicare program. 
Another commenter stated that in its 
State, there are at least 13 CAHs that 
would be negatively affected by the 
proposed provision. 

Commenters referenced the FY 2006 
IPPS final rule (70 FR 47469), where 
CMS stated the Lugar provision does not 
apply in determining CAH status 
because the Lugar provision applies for 
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purposes of payment under the IPPS 
and CAHs are not subject to the IPPS. 
The commenters stated that as a result 
of the policy published in the FY 2006 
IPPS final rule, CAHs located in Lugar 
counties have not sought to reclassify as 
rural for purposes of CAH designation. 
Many commenters stated that it is 
inappropriate for CMS to state that 
Lugar designation does not apply to 
CAHs in one context, for determining 
CAH eligibility, but does apply for the 
purpose of determining whether a CAH 
will receive CRNA reasonable cost- 
based payments. One commenter 
requested that if CMS does not change 
its policy with respect to CAHs located 
in Lugar counties and CRNA reasonable 
cost-based payment that ‘‘* * * the 
broad powers conferred upon the 
Secretary by Congress be used to resolve 
such conflict and correct this issue for 
CAHs located in Lugar counties.’’ One 
commenter stated that, in 2005–2006, 
CMS issued provisions allowing 
facilities already certified as CAHs, 
which were classified as urban, an 
opportunity to reclassify as rural based 
on either the CAH’s ability to comply 
with either the Federal or State 
definition of rural. The commenter 
referenced language included in an 
April 25, 2005 memorandum which 
referred to a proposal discussed in the 
FY 2006 IPPS proposed rule, in which 
CMS proposed to clarify that CAHs that 
were located in a county that, in FY 
2004, was not part of a Lugar county, 
but as of FY 2005 were included in such 
a county as a result of the labor market 
area definitions announced by OMB on 
June 6, 2003, had through September 30, 
2006, to reclassify as rural under 
§ 412.103 of the regulations. The 
commenter stated that the two CAHs in 
its State located in Lugar counties were 
reclassified as rural prior to October 
2006, and these facilities were able to 
maintain their CAH status. The 
commenter stated that ‘‘Excluding CAHs 
located in Lugar counties, because of 
lack of clarity with [the] definition and 
fear [that] Lugar county reimbursement 
is an advantage for CRNAs, is not 
accurate.’’ One commenter stated that 
CMS’ proposal not to permit CAHs 
located in Lugar counties to receive 
CRNA reasonable cost-based payments 
is not supported by section 
1886(d)(8)(B) of the Act. The commenter 
stated that the only basis for excluding 
rural CAHs such as its facility, is that 
CMS believes that section 1886(d)(8)(B) 
of the Act converts these CAHs into 
urban facilities if they are located in 
Lugar counties. The commenter quoted 
the statutory language at section 
1886(d)(8)(B) of the Act: ‘‘For purposes 

of this section, the Secretary shall treat 
a hospital located in a rural county 
adjacent to one or more urban areas as 
being located in the urban metropolitan 
statistical area * * *’’ (emphasis added 
by commenter). The commenter further 
referred to section 1861(e) of the Act, 
which states the ‘‘* * * term ‘hospital’ 
does not include, unless the context 
otherwise requires, a critical access 
hospital (as defined in section 
1861(mm)(1)).’’ The commenter stated 
that because section 1886(d)(8)(B) of the 
Act describes the geographic 
classification for subsection 1886(d) 
hospitals, which CAHs are not, ‘‘it is 
clear that the ‘context does not require’ 
incorporating CAHs into the definition 
of hospital for such purposes.’’ 
Therefore, the commenter believes 
section 1886(d)(8)(B) of the Act, does 
not change CAHs located in Lugar 
counties into urban facilities. The 
commenter stated that because CAHs in 
Lugar counties do not lose their rural 
status, they must remain eligible for 
CRNA reasonable cost-based payments 
despite being located in a Lugar county. 
The commenter stated that its facility 
did not apply for reclassification under 
§ 412.103 when it applied for CAH 
designation, which supports the claim 
that its facility (a CAH located in a 
Lugar county) is a rural facility. 

Response: We thank the commenters 
for their comments. In response to the 
commenters who stated that CMS 
proposed to revise a longstanding 
regulation that limited Medicare 
reimbursement for CRNA services 
provided in CAHs to the Medicare 
Resource-Based Relative Value Scale 
amounts in lieu of cost, we note that 
CAHs located in a rural area as defined 
at section 1886(d)(2)(D) of the Act were 
eligible to receive CRNA reasonable 
cost-based payments prior to this final 
rule. In response to the commenter who 
referred to a provision included in the 
FY 2006 IPPS proposed rule, where 
CMS proposed to clarify that CAHs 
located in Lugar counties as a result of 
the labor market areas definitions 
announced by OMB on June 6, 2003, 
could reclassify as rural through 
September 30, 2006, we note that, in the 
FY 2006 IPPS final rule, we adopted a 
policy that, for purposes of CAH 
participation, a CAH located in a Lugar 
county is considered to be located in a 
rural area. In response to the 
commenters who disagreed with our 
proposal not to extend reasonable cost- 
based payments for nonphysician 
anesthesia services to facilities located 
in Lugar counties, we continue to 
believe, consistent with the plain 
language of the applicable statutory 

provisions, that it is appropriate to 
exclude hospitals and CAHs located in 
Lugar counties from reasonable cost- 
based payment for anesthesia services 
and related care furnished by qualified 
nonphysician anesthetists. Section 608 
of the Family Support Act of 1988 (Pub. 
L. 100–485) amended section 9320 of 
the Omnibus Budget Reconciliation Act 
of 1986 (Pub. L. 99–509) to state: ‘‘* * * 
the amendments made by this section 
shall not apply during 1989, 1990, and 
1991 to a hospital located in a rural area 
(as defined for purposes of section 
1886(d) of the Social Security Act) 
* * *’’ (emphasis added). Section 
1886(d) of the Act includes both 
sections 1886(d)(8)(B), the Lugar 
provision, and section 1886(d)(8)(E), the 
reclassification provision. Section 
1886(d)(8)(B) of the Act treats facilities 
located in Lugar counties as urban 
facilities and section 1886(d)(8)(E), 
treats urban facilities that have 
reclassified under that section as rural 
facilities. Therefore, ‘‘as defined for 
purposes of section 1886(d) of the Social 
Security Act’’ clearly indicates that 
Lugar facilities are urban for purposes of 
receiving CRNA reasonable cost-based 
payment and those facilities that have 
reclassified under section 1886(d)(8)(E) 
of the Act are rural for purposes of 
receiving CRNA reasonable cost-based 
payments. 

In response to commenters who stated 
CMS’ position that facilities located in 
Lugar counties can be granted CAH 
status but these same facilities are not 
eligible to receive CRNA reasonable 
cost-based payments is inconsistent, 
CAH status and CRNA reasonable cost- 
based payments are determined through 
the application of two separate and 
distinct provisions under the Act. 
Section 1820(c)(2)(B)(i) of the Act 
permits a facility to qualify for 
designation as a CAH only if it is 
located ‘‘in a rural area (as defined in 
section 1886(d)(2)(D)) or is being treated 
as being located in a rural area pursuant 
to section 1886(d)(8)(E). * * *’’ Because 
section 1820(c)(2)(B)(i) of the Act does 
not include any reference to the Lugar 
provision (section 1886(d)(8)(B) of the 
Act), we do not believe that the statute 
requires CMS to treat a facility as being 
in an urban area for purposes of CAH 
participation if it is in a Lugar county. 
That is, the specific omission of section 
1886(d)(8)(B) from section 
1820(c)(2)(B)(i) of the Act indicates that 
being located in a Lugar county may be 
considered irrelevant for purposes of 
CAH designation. Consistent with this 
reading of section 1820(c)(2)(B)(i) of the 
Act, in the FY 2006 IPPS final rule, we 
amended the CAH regulations at 
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§ 485.610(b)(1)(i) to remove all 
references to a facility being recognized 
as urban under the regulations 
implementing the Lugar provision. The 
effect of this change was that facilities 
in Lugar counties are now considered to 
be located in rural areas for purposes of 
CAH participation. In the FY 2006 IPPS 
final rule, we emphasized that this 
change was ‘‘effective only for purposes 
of CAH participation and will not 
otherwise affect the status of hospitals 
or CAHs in Lugar counties (70 FR 
47469). 

In contrast, in order to qualify for 
reasonable cost-based payments for 
CRNA services, a facility must be rural 
‘‘as defined for purposes of section 
1886(d) of the Social Security Act,’’ 
which we believe includes all of the 
designations at section 1886(d) of the 
Act, including sections 1886(d)(8)(B) 
and 1886(d)(8)(E). Because section 608 
of the Family Support Act of 1988 refers 
to all of section 1886(d) of the Act, we 
interpret this to encompass all of the 
area designations included in section 
1886(d) of the Act, including section 
1886(d)(8)(B). That is, because section 
608 of the Family Support Act 
referenced section 1886(d) of the Act 
and not just section 1886(d)(2)(D), we 
continue to believe it is appropriate to 
preclude CRNA reasonable cost-based 
payments to those hospitals and CAHs 
located in Lugar counties. In addition, 
we believe that if we recognize as rural 
the urban-to-rural hospitals that have 
reclassified under section 1886(d)(8)(E) 
of the Act, we should also recognize as 
urban the Lugar hospitals that are 
redesignated pursuant to section 
1886(d)(8)(B) of the Act. Both of these 
provisions are incorporated within 
subsection (d), and we believe it is most 
internally consistent to recognize both 
reclassifications, rather than recognizing 
one type of reclassification without 
recognizing the other. Finally, we note 
that hospitals and CAHs located in 
Lugar counties could apply to reclassify 
under § 412.103 of the regulations and 
thus become eligible to receive 
reasonable cost-based payments for 
anesthesia services and related care 
furnished by qualified nonphysician 
anesthetists. 

Comment: One commenter opposed 
CMS’ proposal to reimburse facilities 
that have reclassified under § 412.103 at 
100 percent of reasonable cost for 
anesthesia and related services provided 
by qualified nonphysician anesthetists. 
The commenter stated that, starting in 
2002, when the regulations were revised 
to increase the cap on surgical 
procedures from 500 to 800 to qualify 
for CRNA reasonable cost-based 
payments, the commenter requested that 

CMS review the law and its regulations 
to determine whether the regulations 
could be revised to include 
anesthesiologists in the same reasonable 
cost-based payments that other 
anesthesia providers receive. The 
commenter stated that not providing 
equitable payment to anesthesiologists 
who work in rural settings prohibits 
patients from receiving high-level 
anesthesia services, which CRNAs lack 
the training or licensure to provide. The 
commenter stated CMS’ current 
regulations regarding reasonable cost- 
based payment for anesthesia services 
discourages rural hospitals from 
employing or contracting with 
anesthesiologists. The commenter stated 
that, due to the lack of anesthesiologists 
in rural hospitals, these hospitals are 
forced to transfer medically complex 
patients to large urban hospitals, which 
results in greater risk and inconvenience 
to the patient. The commenter urged 
CMS not to finalize its proposal until all 
anesthesia providers are eligible to be 
paid based on reasonable cost. The 
commenter stated that not finalizing 
CMS’ proposal is reasonable due to the 
uncertainty of how many facilities 
would be affected by the proposed 
change. The commenter urged CMS to 
extend reasonable cost-based payments 
to services provided by 
anesthesiologists in rural hospitals and 
CAHs, and if such a change cannot be 
made through regulations and CMS 
makes this determination publicly, that 
CMS recommend to Congress that the 
statute be amended to provide for 
reasonable cost-based payments for 
anesthesiologist services provided by 
anesthesiologists in rural hospitals and 
CAHs. The commenter requested if CMS 
cannot establish the current number of 
facilities that would be eligible for 
reasonable cost-based payments, prior to 
making any change which would 
expand the number of facilities that 
could be eligible for reasonable cost- 
based payments, CMS should provide a 
list of hospitals or CAHs that would 
have been eligible to receive reasonable 
cost-based payments in previous years. 

Response: Reasonable cost-based 
payment for anesthesia services and 
related care does not apply to physician 
anesthesiologists under section 6132 of 
the Omnibus Budget Reconciliation Act 
of 1989 (Pub. L. 101–239) and prior 
applicable legislation. Physician 
anesthesiologists receive payment under 
the Medicare Physician Fee Schedule. 
Therefore, under current law, CMS does 
not have the authority to extend 
reasonable cost-based payment to rural 
hospitals and CAHs for anesthesia 
services and related care furnished by 

physician anesthesiologists. We 
appreciate the commenter’s concern that 
access to high-level anesthesia services 
may not be adequate in rural areas 
because there may be a limited number 
of physician anesthesiologists practicing 
in these areas. However, we believe that 
not finalizing our proposal to extend 
reasonable cost-based payments for 
services furnished by qualified 
nonphysician anesthetists in rural 
hospitals and CAHs that reclassified 
under § 412.103 would run counter to 
this very concern, that access to 
anesthesia services is limited in rural 
areas. That is, not extending reasonable 
cost-based payment for anesthesia 
services and related care furnished by 
qualified nonphysician anesthetists to 
rural hospitals and CAHs that reclassify 
under § 412.103 would, in fact, further 
limit access to anesthesia services. 

Comment: One commenter requested 
that the effective date of the proposed 
policy on payment for anesthesia 
services and related care for qualified 
nonphysician services be changed from 
cost reporting periods beginning on or 
after October 1, 2010 to calendar years 
beginning on or after January 1, 2011 
because the CRNA reasonable cost- 
based payment elections are made on a 
calendar year basis rather than a cost 
reporting year basis. Another 
commenter stated CMS should not force 
rural hospitals and CAHs affected by 
this proposed provision to engage in 
appeals of this issue due to CMS’ 
unwillingness to revise the regulations 
as a result of the statute as revised by 
the Family Support Act of 1988. The 
commenter stated court cases such as 
Bayside Community Hospital v. Sebelius 
have considered this issue and have 
maintained ‘‘It is true that the physical 
location of the hospital does not change; 
however, Congress has directed that a 
hospital qualifying under 1886(d)(8)(E) 
be treated as if it were in a rural 
location. The purpose of this is to 
overcome the actual physical location 
and cause a hospital to qualify as rural. 
Thus, the deeming provision does 
impact the definition of rural at section 
1886(d). A regulation does not override 
a clearly stated statute.’’ The commenter 
stated that, to prevent litigation for all 
parties involved, it would be efficient if 
CMS modified the proposed provision 
as a clarification effective as of 1988 and 
direct that for all cost reports that have 
an appropriate pending appeal, all open 
cost reports, and all cost reports that are 
within three years of settlement, CAHs 
and hospitals that have reclassified 
under section 1886(d)(8)(E) of the Act 
are eligible to be paid on a reasonable 
cost basis for anesthesia services and 
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related care furnished by qualified 
nonphysician anesthetists. 

Response: The provisions published 
in the IPPS final rule for each respective 
year are generally effective October 1 of 
that respective year. Therefore, we 
proposed that this provision be effective 
for cost reporting periods beginning on 
or after October 1, 2010. Although the 
commenter requested that the proposal 
be amended to state that it would be 
effective for calendar years beginning on 
or after January 1, 2011, we do not 
believe this change is necessary because 
if the provision is effective for cost 
reporting periods beginning on or after 
October 1, 2010, it will also be in effect 
for the calendar year beginning January 
1, 2011. 

In response to the commenter who 
requested that the proposed provision 
be applied retroactively to the effective 
date of the Family Support Act of 1988, 
section 1871(e)(1)(A) of the Act 
generally prohibits the Secretary from 
making retroactive substantive changes 
in policy unless retroactive application 
of the change is necessary to comply 
with statutory requirements or failure to 
apply the change retroactively would be 
contrary to the public interest. We do 
not believe this provision meets such a 
threshold. 

Comment: Several commenters 
addressed issues regarding reasonable 
cost-based payment for on-call services 
provided by CRNAs as well as stand-by 
costs. In general, commenters requested 
that reasonable cost-based payments 
include on-call CRNA costs as allowable 
costs. One commenter requested that 
CMS consider amending the regulations 
to provide for an exception to the 
requirement that a hospital or CAH 
must have employed or contracted with 
a qualified nonphysician anesthetist as 
of January 1, 1988, as one of the 
requirements to be eligible for 
reasonable cost-based payments. 

Response: We consider these 
comments to be outside of the scope of 
the proposed rule and, therefore, are not 
responding to them in this final rule. 

Comment: One commenter requested 
that CMS change the CoPs to remove the 
requirement for physician supervision 
in CAHs. 

Response: We consider this comment 
to be outside of the scope of the 
proposed rule. Therefore we are not 
responding to the comment in this final 
rule. 

After consideration of the public 
comments that we received, we are 
adopting, as final without modification, 
our proposal to revise 
§ 412.113(c)(2)(i)(A) to state that, 
effective for cost reporting periods 
beginning on or after October 1, 2010, 

CAHs and hospitals that have 
reclassified pursuant to section 
1886(d)(8)(E) of the Act and § 412.103 of 
the regulations are also rural for 
purposes of section 1886(d) of the Act 
and, therefore, are eligible to be paid 
based on reasonable cost for anesthesia 
services and related care furnished by a 
qualified nonphysician anesthetist. 

J. Additional Payments for Qualifying 
Hospitals With Lowest Per Enrollee 
Medicare Spending 

1. Background 

Section 1109 of Public Law 111–152 
provides for additional payments for FY 
2011 and 2012 for ‘‘qualifying 
hospitals.’’ Section 1109(d) defines a 
‘‘qualifying hospital’’ as a ‘‘subsection (d) 
hospital * * * that is located in a 
county that ranks, based upon its 
ranking in age, sex and race adjusted 
spending for benefits under parts A and 
B * * * per enrollee within the lowest 
quartile of such counties in the United 
States.’’ Therefore, a ‘‘qualifying 
hospital’’ is one that meets the following 
conditions: (1) A ‘‘subsection (d) 
hospital’’ as defined in section 
1886(d)(1)(B) of the Act; and (2) located 
in a county that ranks within the lowest 
quartile of counties based upon its 
spending for benefits under Medicare 
Part A and Part B per enrollee adjusted 
for age, sex, and race. Section 1109(b) of 
Public Law 111–152 makes available 
$400 million to qualifying hospitals for 
FY 2011 and FY 2012. Section 1109(c) 
of Public Law 111–152 requires the 
$400 million to be divided among each 
qualifying hospital in proportion to the 
ratio of the individual qualifying 
hospital’s FY 2009 IPPS operating 
hospital payments to the sum of total FY 
2009 IPPS operating hospital payments 
made to all qualifying hospitals. 

2. Eligible Counties 

Section 1109 of Public Law 111–152 
provides $400 million for FYs 2011 and 
2012 for supplemental payments to 
qualifying hospitals located in counties 
that rank within the lowest quartile of 
counties in the United States for 
spending for benefits under Medicare 
Part A and Part B. The provision 
requires that the Medicare Part A and 
Part B county-level spending per 
enrollee be adjusted by age, sex and 
race. In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 
30926 through 30960), we proposed our 
methodology for determining the bottom 
quartile of counties with the lowest 
Medicare Part A and Part B spending 
adjusted by age, sex, and race and 
invited public comment on the 
methodology we proposed to use to 

adjust for age, sex, and race described 
below. We further proposed that we 
would determine this bottom quartile of 
counties one time in this FY 2011 IPPS/ 
LTCH PPS final rule for the purpose of 
disbursing the $400 million as required 
by section 1109 of Public Law 111–152. 

We developed an adjustment model 
by age, sex, and race, as required under 
the provision. We then applied this 
adjustment to the county Medicare Part 
A and Part B spending data to account 
for the demographics of the Medicare 
beneficiaries in those counties. After 
those adjustments are applied, we 
determined the Medicare Part A and 
Part B spending by county per enrollee. 
Our proposed methodology to 
determine the Medicare Part A and Part 
B spending per enrollee by county 
adjusted for age, sex, and race is similar 
to how we calculate risk adjustment 
models for Medicare Advantage (MA) 
ratesetting. Risk adjustment for MA 
ratesetting is discussed in the annual 
announcement of calendar year MA 
capitation rates and MA and Part D 
payment policies. For more information 
on the methodology for risk adjustment 
used for MA ratesetting, we refer readers 
to the CMS Web site where we 
announce MA rates through our 45-day 
notice (http://www.cms.gov/ 
MedicareAdvtgSpecRateStats/ 
Downloads/Announcement2010.pdf). 

a. Development of Risk Adjustment 
Model 

As required by section 1109(d) of 
Public Law 111–152, we proposed a risk 
adjustment model that accounts for 
differentials in Medicare spending by 
age, sex, and race. Consistent with how 
we develop our risk adjustment models 
for MA ratesetting as described above, 
we developed a prospective risk 
adjustment model using 2006 data for 
beneficiary characteristics and 2007 
data for Part A and Part B spending. 
However, unlike the risk adjustment 
model used for MA which includes 
diseases and demographic factors, the 
only independent variables or 
prospective factors in the model for 
payments under section 1109 of Public 
Law 111–152 are age, sex and race, as 
required by the provision. The 
dependent variable was annualized 
Medicare Part A and B spending at the 
beneficiary level for 2007 as it is the 
most recent and complete data 
available. The categorization of age, sex, 
and race variables are described below. 

The age, sex, race (ASR) model(s) was 
estimated using 5-percent of the 
Standard Analytic Denominator File, a 
standard 5-percent sample from the 
2007 Denominator File which is also 
used to estimate CMS risk adjustment 
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models for payment to MA 
organizations. We chose to use the 5- 
percent Standard Analytic Denominator 
File from 2007 in order to optimize the 
amount of time after the timely claim 
submission deadlines and the latest 
available data; in other words, because 
it is the most complete data currently 
available. This file has the demographic 
and enrollment characteristics of all 
Medicare beneficiaries. The 
Denominator File is an abbreviated file 
of the Enrollment Data Base (EDB). The 
Denominator File contains data on all 
Medicare beneficiaries enrolled and/or 
entitled to be enrolled in Medicare in a 
given year while the EDB is the source 
of enrollment and entitlement 
information for all people who are or 
were ever entitled to Medicare. The 
model was estimated using all 
beneficiaries residing in the community 
and long-term care institutions. The 
sample had 1,603,998 beneficiaries. 

The Denominator File contains a sex 
variable where the beneficiaries can 
identify themselves as male or female. 
The file also contains an age variable 
which is defined as the beneficiary’s age 
at the end of the prior year. 
Beneficiaries with an age greater than 98 
are coded as age 98. The race 
demographic variable in the 
Denominator File is populated by data 
from the Social Security Administration 
(SSA). The SSA’s data for this race 
demographic variable are collected on 
Form SS–5. Prior to 1980, Form SS–5 
included three categories for race: 
White, Black or Other. Since that time, 
Form SS–5 instructed a beneficiary to 
voluntarily select one of the following 
five categories: (1) Asian, Asian- 
American or Pacific Islander; 
(2) Hispanic; (3) Black (Not Hispanic); 
(4) North American Indian or Alaskan 
Native; and (5) White (Not Hispanic). 
Form SS–5 is completed when an 
individual does the following: 
(1) Applies for a Social Security 
number; 
(2) requests a replacement of the Social 
Security card; or (3) requests changes to 
personal information on their record 
such as a name change. (We refer 
readers to the SSA Web site for 
instructions at: http://ssa.gov/online/ss- 
5.pdf). Each January, CMS obtains data 
from SSA to update the EDB for 
beneficiaries who were added during 
the previous calendar year as well as all 
living beneficiaries whose race is 
identified as ‘‘Other’’ or ‘‘Unknown.’’ 

Discussed in the context of the ESRD 
payment system in the ESRD proposed 
rule on September 29, 2009 (74 FR 
49962), we noted concerns with using 
the EDB as a data source due to missing 
data, and that racial and ethnic 
categories are not well defined. 
However, we believe that the current 
EDB, particularly with respect to the 
more recent and ongoing updates we 
perform, remains a useful source of race 
and ethnicity data on 46 million 
Medicare beneficiaries. Additionally, 
because this is our only currently 
available data source on the racial and 
ethnic demographics of Medicare 
beneficiaries, we proposed to the use 
the EDB as our data source for 
beneficiary race so that we can fulfill 
the requirements of section 1109(d) of 
Public Law 111–152 to adjust county 
Medicare Part A and Part B spending by 
race. 

We used the MedPAR claims file as 
the source to determine Medicare 
inpatient spending. We used the 
National Claims History File to 
determine spending on DMEPOS and 
supplies. The other spending under 
Medicare Part A and Part B was 
determined using the Standard Analytic 
File. The Standard Analytic File and 
MedPAR claims file are subsets of the 
National Claims History File. These data 
files are also used in the MA ratesetting 
process and are our data source for 
Medicare spending stored at the 
beneficiary level. 

In order to determine annual 
spending (the dependent variable in the 
risk adjustment model), we annualized 
the Medicare Part A and Part B 
spending for beneficiaries with less than 
a full year of eligibility, and these 
amounts were weighted in the analysis 
by the fraction of the year they were in 
the data. 

We used a linear regression model to 
determine the demographic 
adjustments. This is consistent with 
how we model our risk adjustment for 
the MA rates. The linear regression used 
24 age-sex regression categories, 12 age 
categories each for males and females. 
The age categories are as follows; 0–34, 
35–44, 45–49, 50–54, 55–59, 60–64, 65– 
69, 70–74, 75–79, 80–84, 85–89, and 
90+. The age-sex coefficients displayed 
in the table below reflect the difference 
in Medicare Part A and Part B spending 
per enrollee in those age-sex categories 
relative to national average Part A and 

Part B spending based on our linear 
regression model. 

In addition, we used the same linear 
regression model to determine how to 
adjust Medicare Part A and Part B 
spending for race. In addition to the age- 
sex regression categories described 
above, we included variables to adjust 
for race. We considered two methods to 
adjust for race in county spending 
because of the way that Form SS–5 
collects race information, which is then 
reported in the same format in the EDB. 
As discussed earlier, the EDB currently 
categorizes race by the following five 
categories, as reported by the Medicare 
beneficiary: (1) Asian, Asian-American 
or Pacific Islander; (2) Hispanic; 
(3) Black (Not Hispanic); (4) North 
American Indian or Alaskan Native; and 
(5) White (Not Hispanic). One method 
categorized race by White, Black, 
Hispanic, and Other (WBHO). The 
‘‘Other’’ category includes Asian/Pacific 
Islander, American Indian/Alaska 
Native, and all others. The second 
method categorized race by White, 
Black, and Other (WBO), where 
beneficiaries who identified themselves 
as Hispanic were categorized as Other. 
The race/ethnicity categories are 
mutually exclusive; if a beneficiary 
identified themselves as Hispanic he or 
she was not further classified as another 
category, such as White or Black. In our 
regression modeling, we used the largest 
group, White, as the reference group; the 
coefficients on the difference in 
spending by race, displayed in the table 
below, are additive to the reference 
group. In other words, the coefficients 
for each race category represent the 
difference in predicted Medicare Part A 
and Part B spending relative to our 
reference group. Where the coefficients 
are positive, this implies that the 
predicted spending for that category is 
higher than that of the reference group. 
Conversely, where the coefficients are 
negative, this implies that the predicted 
spending for that category is lower than 
that of the reference group. 

Below are two tables representing the 
coefficients used to adjust Medicare Part 
A and Part B spending by county. The 
first table shows the coefficients for 
each age and sex category. The second 
table shows the coefficients for race. 
These national coefficients are applied 
to each counties’ relative demographic 
for age, sex and race, so that each 
county has a risk score by age, sex and 
race. 
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We proposed to adjust for race using 
the WBHO method where we separately 
account for cost differences associated 
with Hispanic beneficiaries. The Office 
of Management and Budget (OMB) has 
promulgated standards for the 
classification of federal data on race and 
ethnicity. Under OMB’s classification 
standards, the category of Hispanic is 
treated as an ethnic category as opposed 
to a race category. The current OMB 
Standards of 1997 require collection of 
specific demographic data using a total 
of five race categories, plus other (62 FR 
58782 through 58790). The five race 
categories are—(1) American Indian or 
Alaska Native; (2) Asian; (3) Black or 
African American; (4) Native Hawaiian 
or Other Pacific Islander; and (5) White. 
In addition, OMB specified two separate 
ethnic categories—Hispanic or Latino, 
and not Hispanic or Latino. However, as 
explained above, Hispanic or Latino 
ethnicity is treated as a race category by 
EDB, and beneficiaries can self-identify 
as Hispanic among mutually exclusive 
racial categories. Despite the 
inconsistency in reporting by the OMB 
and the EDB, we proposed to treat the 
category of Hispanic as a separate 
category for purposes of the race 
adjustment required by section 1109 of 
Public Law 111–152. We found that the 
coefficient for the Hispanic category was 
statistically significant, suggesting that 
Medicare Part A and Part B spending 
associated with this category of 
beneficiaries is different from the 
spending for our reference group and 
that it should be a separate coefficient 
to adjust county spending. In addition, 
the EDB treats Hispanic as a separate 
racial classification, consistent with our 

WBHO method. Therefore, we believe 
that our proposal appropriately 
interpreted the required race 
adjustment. In the supplemental 
proposed rule, we proposed to adjust for 
race using the WBHO method. 

For purposes of the supplemental 
proposed rule, we also adjusted county 
spending using the WBO methodology 
to compare the two approaches. We 
found minimal difference in the county 
rankings under the two methodologies. 
We found that some counties would 
qualify as an eligible county only under 
the WBO methodology, and others 
would no longer qualify as an eligible 
county using this alternative. The 
decision to use the WBHO methodology 
affects whether nine subsection (d) 
hospitals, located in five counties, 
would be eligible to receive a payment 
under section 1109 of Public Law 111– 
152. In Table 3 of the supplemental 
proposed rule (75 FR 30949 through 
30958), we published the differences in 
counties, eligible hospitals, and 
payments by State under the two 
methodologies. This was the first time 
we had developed an adjustment for 
Medicare spending based on race, and 
we welcomed public comment on our 
proposal to use the WBHO methodology 
to adjust for race as required by section 
1109 of Public Law 111–152. We also 
welcomed public comment on the WBO 
methodology to adjust for race though 
we noted that we were not proposing 
this methodology at this time. 

b. Calculation of County Level Part A 
and Part B Spending 

In order to rank counties by Medicare 
Part A and B spending, we first 

calculated Medicare Part A and Part B 
county level spending for each county 
in the 50 States and the District of 
Columbia using a similar methodology 
used to establish county level fee-for- 
service rates for MA payments. Using a 
5-year average of each county’s actual 
spending (from 2002 to 2006), our 
actuaries calculated an average 
geographic adjuster (AGA), which 
reflects the county’s expenditure 
relative to the national expenditure. We 
believe a 5-year average is appropriate, 
as it accounts for fluctuations in year-to- 
year expenditures, which could distort 
the counties’ historic level of spending 
and is consistent with how MA rates are 
calculated. The AGA was then applied 
to the 2009 United States Per Capita 
Cost (USPCC) estimate, which is the 
national average cost per Medicare 
beneficiary, to determine 2009 Medicare 
Part A and Part B spending for each 
county. We welcomed public comment 
on this methodology to calculate 
county-level Medicare Part A and Part B 
spending. 

3. Application of the Age/Sex/Race 
Adjustment to Part A and Part B County 
Spending 

To estimate the county level risk 
scores for 2009, beneficiary enrollment 
information was first extracted from the 
EDB. We chose to calculate Medicare 
Part A and Part B county spending for 
2009 to be consistent with how we are 
required to determine qualifying 
hospitals’ payment amounts, under 
section 1109(c) of Public Law 111–152. 
That is, section 1109(c) of Public Law 
111–152 requires that qualifying 
hospitals located in the bottom quartile 
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of counties with the lowest Medicare 
Part A and Part B spending per enrollee 
will receive a portion of the allotted 
$400 million based on their FY 2009 
operating payments. Therefore, we 
proposed to calculate Medicare Part A 
and Part B county spending for 2009 as 
well. We only included beneficiaries 
enrolled in Medicare Part A and/or Part 
B, consistent with the language of 
section 1109(d) of Public Law 111–152, 
which refers to spending under 
Medicare Part A and Part B. Based on 
these criteria, there were 30,666,295 
beneficiaries included in the adjustment 
process. To determine the age, sex and 
race makeup of the Part A and/or Part 
B beneficiaries for each county, we used 
the EDB to identify date of birth, sex, 
race, and State/county of residence to 
create a person-level file with the data 
needed to run the ASR model. 

A county-level average risk score was 
developed for each county in the United 
States by applying the ASR model to 
each individual in the county enrolled 
in Medicare Part A and/or Part B, 
summing the resulting risk scores and 
dividing by the number of beneficiaries 
by county enrolled in Medicare Part A 
and/or Part B. The county-level 
Medicare Part A and/or Part B spending 
was adjusted by dividing the county- 
level Medicare Part A and/or Part B 
spending by the county-level average 
risk score. The resulting spending 
distribution was then sorted lowest to 
highest dollars; the 786 counties in the 
lowest quartile of spending (that is, 
lowest adjusted spending per enrollee) 
were determined to be eligible counties 
under section 1109 of Public Law 111– 
152. 

We invited comment on our 
methodology for determining the age, 
sex, race adjustments for determining 
adjusted Medicare Part A and B 
spending by county for the purpose of 
determining eligible counties under 
section 1109 of Public Law 111–152. 

Comment: Some commenters 
supported the proposed methodology 
for determining the eligible counties, 
calculating the county rates, identifying 
the qualifying hospitals and allocating 
the allotted payments. 

Response: We appreciate the 
comments in support of our 
methodology. We are finalizing our 
proposed methodology, with a few 
adjustments in response to specific 
comments discussed below, in this final 
rule. 

Comment: Some commenters 
expressed disappointment that CMS did 
not provide data to determine which 
hospitals qualify for payments, 
including those used for the risk- 
adjustment model, calculation of the 

county-level spending and application 
of the risk-adjustments to the Part A and 
Part B spending. Commenters requested 
that CMS publish the data used to 
calculate the ASR model, the county 
spending, and the FY 2009 IPPS 
operating payments for the qualifying 
hospitals. 

Response: As the commenters noted, 
several data sources were used to 
calculate our age-sex-race adjustments, 
the county-level Medicare Part A and 
Part B spending per enrollee, and our 
qualifying providers’ payment 
weighting factors. As discussed above, 
our data source to calculate the ASR 
model was the 2007 Standard Analytic 
File, which is a 5-percent sample of the 
Denominator File. In addition, to 
calculate spending for the ASR model, 
we used the MedPAR claims file to 
calculate inpatient spending, the 
National Claims History File to calculate 
DMEPOS and supplies spending, and 
the Standard Analytic File to calculate 
other Medicare Part A and Part B 
spending from 2007. The Standard 
Analytic File is available for purchase 
from CMS (as discussed in section 
IV.J.6. of this preamble). Additional 
information on this file can be found on 
the CMS Web site at: http:// 
www.cms.gov/LimitedDataSets/
12_StandardAnalyticalFiles.asp. 

As described above, to calculate the 
2009 unadjusted county spending, we 
used a 5-year average (from 2002 to 
2006) of each county’s Medicare Part A 
and Part B spending to calculate an 
AGA for each county and applied that 
to the 2009 USPCC. We calculated the 
county age-sex-race risk scores based on 
county demographics from the EDB 
from 2009 and applied the county age- 
sex-race risk score to the unadjusted 
county spending to determine the 
Medicare Part A and Part B spending 
adjusted for age, sex and race. We 
divided this adjusted county-level 
spending by the number of Medicare 
Part A and Part B beneficiaries from 
2009 in each county. 

Soon after the publication of the FY 
2011 IPPS/LTCH PPS supplemental 
proposed rule, we published the 
proposed unadjusted county rates, the 
age-sex-race adjustments applied to the 
county rates, and the county rates 
adjusted for age-sex-race for the eligible 
counties on the CMS Web site at: 
http://www.cms.gov/ 
AcuteInpatientPPS/IPPS2010/ 
itemdetail.asp?filterType=none&filter
ByDID=-99&sortByDID=1&
sortOrder=ascending&
itemID=CMS1235590&
intNumPerPage=10. 

We are publishing the final 
unadjusted county rates, the age-sex- 

race adjustments applied to the county 
rates, and the county rates adjusted for 
age-sex-race for the eligible counties 
that are included in this final rule on 
the CMS Web site at: http:// 
www.cms.gov/AcuteInpatientPPS/
IPPS2011/list.asp#TopOfPage. 

To calculate the final payment 
weighting factors for the qualifying 
hospitals, we used the actual payments 
reported on the March 2010 update of 
the FY 2009 MedPAR file, which, as 
discussed in section IV.J.6. of this 
preamble, the public can purchase. As 
required by the statute, a hospital 
receives the proportion of the $400 
million based on its FY 2009 IPPS 
operating payments made under section 
1886(d) of the Act relative to the FY 
2009 IPPS operating payments made to 
all the qualifying hospitals under 
section 1886(d) of the Act. We defined 
IPPS operating payments to include 
DRG and wage-adjusted payments made 
under the IPPS standardized amount 
with add-on payments for operating 
DSH, operating IME, operating outliers 
and new technology. We excluded 
capital PPS payments. As we proposed, 
we also included IME MA payments 
made to IPPS hospitals because these 
payments are made under section 
1886(d) of the Act. We only included 
section 1886(d) IPPS operating 
payments for cases that occurred in 
IPPS acute care units of the qualifying 
hospitals. 

Comment: Some commenters opposed 
the proposed methodology to calculate 
the Medicare Part A and Part B county 
spending per enrollee adjusted for age, 
sex and race. Commenters believed that 
the methodology should include 
adjustments for poor health status, 
incidence of chronic disease or other 
factors that drive utilization and health 
care spending. 

Response: Section 1109(d) of the 
Public Law 111–152 specified that we 
are to calculate Medicare Part A and 
Part B spending per enrollee adjusted 
for age, sex and race by county. This 
specific statutory language did not 
provide us with any flexibility to 
include, as part of our adjustment, other 
factors that may influence Medicare 
spending. Therefore, we are finalizing 
our proposed model, which only adjusts 
Medicare Part A and Part B spending 
per enrollee at the county level for age, 
sex and race, as specified by the statute. 

Comment: Some commenters 
requested that CMS use a 3 year’s worth 
of spending data to calculate the AGA 
instead of our proposal to include 5 
years’ worth of Medicare spending data 
to reflect fluctuations in year-to-year 
spending. Some commenters also 
requested that CMS use the most recent 
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spending data through 2008 to calculate 
the AGA. 

Response: In the supplemental 
proposed rule (75 FR 30928), we 
discussed our rationale for using a 
5-year average of each county’s actual 
spending from 2002 to 2006 to calculate 
the average geographic adjuster, which 
reflects a county’s expenditure relative 
to the national expenditure. We believe 
that a 5-year average accounts for 
fluctuations in year-to-year spending 
that could distort counties’ level of 
spending. As explained in the 
supplemental proposed rule, in order to 
calculate county spending adjusted for 
age, sex and race, we followed a 
methodology similar to the development 
of the MA fee-for-service (FFS) rates 
under section 1853(c)(1)(D) of the Act. 
MA FFS ratesetting uses 5 years’ worth 
of Medicare spending data to calculate 
the fee-for-service county spending 
rates. Due to fluctuations in county 
spending that occur, particularly in 
counties with few Medicare 
beneficiaries, our actuaries used 5 years’ 
worth of county-level fee-for-service 
Medicare spending data to minimize 
variability for purposes of MA FFS 
ratesetting. We chose to apply a 
methodology consistent with MA FFS 
ratesetting because of our experience 
under MAFFS ratesetting in calculating 
Medicare Part A and Part B spending 
per enrollee at the county level and our 
experience under MA FFS ratesetting in 
adjusting for factors that can influence 
spending such as age and gender. We 
believe that, subject to the specific 
requirements of section 1109 of Public 
Law 111–152, we should use the same 
methodology that we use to develop the 
fee-for-service rates under section 
1853(c)(1)(D) of the Act in MA 
ratesetting. 

In response to the commenters’ 
suggestions that we use data through 
2008, we are not adopting these 
suggestions. Instead, we are using 2002 
to 2006 data to calculate the AGA to be 
consistent with how 2009 MA FFS rates 
were calculated for the reasons 
explained above. We note that the 
average geographic adjuster using 2002 
to 2006 data is then applied to 2009 
USPCC to calculate the 2009 spending 
rates, where the USPCC includes more 
recent spending data. 

After consideration of the public 
comments we received, we are 
finalizing, without change, our 
proposed methodology to calculate our 
Medicare Part A and Part B county 
spending per enrollee, which uses 5 
years’ worth of Medicare spending data 
from 2002 to 2006 to calculate the AGA 
and adjusts for age, sex, and race. 

4. Qualifying Hospitals and Annual 
Payment Amounts 

We have developed a methodology to 
identify the qualifying hospitals located 
in our list of eligible counties. 
Consistent with section 1109(d) of 
Public Law 111–152, a qualifying 
hospital is a ‘‘subsection (d) hospital’’ (as 
defined for purposes of section 1886(d) 
of the Act) that is ‘‘located in’’ an eligible 
county (as identified using the 
methodology we proposed and discuss 
in section IV.J.2. of this preamble). A 
subsection (d) hospital is defined in 
section 1886(d)(1)(B) of the Act, in part, 
as a ‘‘hospital located in one of the 50 
States or the District of Columbia’’. The 
term ‘‘subsection (d) hospital’’ does not 
include hospitals located in the 
territories or hospitals located in Puerto 
Rico. Section 1886(d)(9)(A) of the Act 
separately defines a ‘‘subsection (d) 
Puerto Rico hospital’’ as a hospital that 
is located in Puerto Rico and that 
‘‘would be a subsection (d) hospital 
* * * if it were located in one of the 50 
States.’’ Therefore, Puerto Rico hospitals 
are not eligible for these additional 
payments. Indian Health Services 
hospitals enrolled as Medicare 
providers meet the definition of a 
subsection (d) hospital and can qualify 
to receive this payment if they are 
located in an eligible county. In 
addition, hospitals that are MDHs and 
SCHs, although they can be paid under 
a hospital-specific rate instead of under 
the Federal standardized amount under 
the IPPS, are ‘‘subsection (d)’’ hospitals. 
The statutory definition of a ‘‘subsection 
(d)’’ hospital in section 1886(d)(1)(B) of 
the Act specifically excludes hospitals 
and hospital units excluded from the 
IPPS, such as psychiatric, rehabilitation, 
long term care, children’s, and cancer 
hospitals. In addition, CAHs are not 
considered qualifying hospitals because 
they do not meet the definition of a 
‘‘subsection (d) hospital’’ as they are 
paid under section 1814(l) of the Act. 
CAHs are not paid under the IPPS. 
Rather, they are paid under a reasonable 
cost methodology and, therefore, do not 
meet the definition of ‘‘qualifying 
hospital’’ under section 1109(d) of 
Public Law 111–152. 

For the purposes of section 1109 of 
Public Law 111–152, we proposed to 
identify ‘‘qualifying hospitals’’ based on 
their Medicare provider number or CMS 
certification number (CCN), because one 
of these numbers is also how hospitals 
identify themselves when they file their 
Medicare cost reports. We also proposed 
that, in order to meet the definition of 
a ‘‘qualifying hospital,’’ the hospital, as 
identified by the Medicare provider 
number or CCN, must: (1) Have existed 

as a subsection (d) hospital as of April 
1, 2010; (2) be geographically located in 
an eligible county; and (3) have received 
IPPS operating payments (in accordance 
with section 1886(d)) of the Act) under 
its Medicare provider number or CNN in 
FY 2009. We used the Online Survey, 
Certification and Reporting (OSCAR) 
database to determine a hospital’s 
county location associated with that 
Medicare provider number or CCN. 
County data in OSCAR is supplied by 
the U.S Postal Service and is 
crosswalked to the address reported by 
the provider. Under this proposal, the 
address listed for a hospital’s Medicare 
provider number must be currently 
located in a qualifying county in order 
for a hospital to meet the definition of 
a ‘‘qualifying hospital.’’ 

We published a list of the qualifying 
IPPS hospitals that we identified based 
on the factors described above in Table 
3 of the supplemental proposed rule. 
We invited comment on our 
methodology for identifying qualifying 
hospitals. We also invited comment on 
whether our list was accurate and 
whether any providers were missing 
from this list using the methodology 
described above. 

Comment: Several commenters 
identified specific providers that were 
located in an eligible county, but were 
not included in the listing of qualifying 
hospitals in Table 3 of the supplemental 
proposed rule. Commenters stated that 
Augusta Medical Center (provider 
number 490018) and Carilion New River 
Valley (provider number 490042) are 
located in eligible counties but were not 
listed in Table 3 as qualifying hospitals. 
Commenters requested that these 
providers be included as qualifying 
hospitals. 

Response: We have verified the 
locations of these providers and have 
found them to be located in eligible 
counties. These providers will receive a 
portion of the $400 million for FY 2011 
and FY 2012. We have included these 
providers in Table 2 of this final rule 
and have included a payment weighting 
factor for them. 

Comment: Commenters stated that the 
county locations of certain qualifying 
hospitals were mislabeled. Specifically, 
commenters stated that the county 
locations of Halifax Regional Hospital 
(provider number 490013), North 
Hawaii Community Hospital, Cibola 
General Hospital (provider number 
320037) and Acoma Canoncito Laquna 
PHS hospital (provider number 320070) 
were mislabeled. 

Response: We listed these providers 
as qualifying hospitals in the proposed 
rule, but had misidentified their SSA 
county location. (The SSA county 
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location is found in the OSCAR 
database used to identify hospitals 
located in eligible counties.) We have 
corrected the SSA county locations of 
these providers and they remain 
qualifying hospitals under section 1109 
of Public Law 111–152 because their 
correct SSA county locations are eligible 
counties. 

Comment: Several commenters stated 
that the names associated with the 
county codes in supplemental county 
data posted on the CMS Web site were 
incorrectly labeled. Specifically, 
commenters stated that the labels for 
both SSA county codes 06064 and 
06060 were listed as Boulder County, 
CO. In addition, commenters stated that 
the labels for both SSA county codes 
12020 and 12030 were listed as 
Honolulu County, HI. 

Response: We verified our SSA 
county code listing. We have 
determined that SSA county code 06064 
is Broomfield County, CO, and SSA 
county code 06060 is Boulder County, 
CO. We are finalizing that SSA county 
code 06064 (Broomfield County CO) is 
an eligible county, but SSA county code 
06060 (Boulder County CO) is not an 
eligible county. In addition, SSA county 
code 12020 has been corrected to be the 
sole county code for Honolulu County, 
HI, and SSA county code 12030 is 
corrected to indicate that it refers to 
Kalawao County, HI. Hawaii County, HI, 
with an SSA county code of 12030, is 
an eligible county, as proposed. 
Kalawao County, HI, with an SSA 
county code of 12030, is not an eligible 
county. Correcting the county names 
associated with these county codes does 
not impact the list of qualifying 
hospitals. We have corrected the 
supplemental county data that is posted 
on the CMS Web site. 

Comment: One commenter stated that 
CMS had failed to list several Colorado 
hospitals located in SSA county code 
06060, which the commenter believed 
to be an eligible county, and that these 
hospitals are qualifying hospitals under 
section 1109 of Public Law 111–152. In 
addition, the commenter stated that a 
hospital located in SSA county code 
06500 should be included as a 
qualifying hospital. 

Response: SSA county code 06060 is 
Boulder County, CO. In Table 2 of the 
supplemental proposed rule, we 
inadvertently labeled SSA county code 
06064 as Boulder County, CO, when, as 
the commenter stated, SSA county code 
06064 is Broomfield County, CO. As 
explained above, SSA county code 
06064 (Broomfield County CO) is an 
eligible county. However, SSA county 
code 06060 (Boulder County, CO) is not 
an eligible county. Therefore, Colorado 

hospitals located in SSA county code 
06060 (Boulder County, CO) are not 
qualifying hospitals under section 1109 
of Public Law 111–152 using the 
methodology we are finalizing in this 
final rule. In Table 1 below, we have 
corrected the information that appeared 
in Table 2 of the supplement proposed 
rule. 

We disagree that the hospital located 
in SSA county code 06500 (Pueblo 
County, CO) is a qualifying hospital. 
SSA county code 06500 (Pueblo County, 
CO) was not listed as an eligible county 
using the methodology we proposed in 
the supplemental proposed rule, and 
remains ineligible in this final rule. 
Therefore, IPPS hospitals located in that 
county are not qualifying hospitals 
under section 1109 of Public Law 
111–152. 

Comment: Commenters stated that 
SSA county code 43650 (Washabaugh 
County, SD) was incorrectly listed as a 
eligible county. Commenters stated that 
this county has been incorporated into 
county code 43350 (Jackson County, 
SD). Commenters also stated that SSA 
county code 49867 (South Boston City, 
VA) is incorporated into SSA county 
code 49410 (Halifax County, VA). 

Response: We verified our SSA 
county code listing and agree with the 
commenters that Washabaugh County, 
SD and Jackson County, SD should not 
be listed as separate counties. We have 
rerun the relevant calculations for 
determining an eligible county using the 
methodology finalized in this rule, 
treating Washabaugh County, SD and 
the Jackson County, SD as a single 
county; the result is that Jackson 
County, SD remains an eligible county 
as proposed. Therefore, we have 
removed Washabaugh County, SD from 
the eligible county list. In addition, 
when we reran the relevant calculations 
for determining an eligible county using 
the methodology finalized in this rule, 
treating Halifax County, VA and South 
Boston City, VA as a single county, 
Halifax County remains an eligible 
county as proposed. 

In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule, we had 
stated that there were 3,144 counties 
nationwide, with 786 counties in the 
lowest quartile eligible to receive 
payments under section 1109 of the 
Public Law 111–152. With these 
changes, there are 3,142 counties, with 
the lowest quartile having 785.50 
eligible counties, which rounds to 786 
eligible counties. While the number of 
counties in the lowest quartile has 
remained the same, the removal of two 
counties has allowed two additional 
counties to be added. The additional 
counties added to the list are SSA 

county code 38060 (Crook County, OR) 
and SSA county code 35040 (Bottineu 
County, ND). We have not identified 
any qualifying IPPS hospitals located in 
Crook County, OR or in Bottineu 
County, ND. 

Because we have replaced two 
counties on our list of eligible counties, 
we are providing the public an 
opportunity to notify CMS whether 
there are any qualifying IPPS hospitals 
located in either of these two newly 
added counties. We note that the list of 
eligible counties and qualifying 
hospitals is otherwise finalized in this 
rule in Tables 2 and 3 in this section 
IV.J. We are soliciting public input until 
August 30, 2010, solely on the issue of 
whether there are any IPPS hospitals 
located in Crooks County, OR and 
Bottineu County, ND. The public may 
submit input via e-mail to Nisha Bhat at 
Nisha.Bhat@cms.hhs.gov. All 
information must be received by August 
30, 2010. If we add qualifying hospitals 
in these counties as a result of accurate 
notification from the public, we will 
publish a revised list of qualifying 
hospitals and their payment weighting 
factors on the CMS Web site at: http:// 
www.cms.gov/AcuteInpatientPPS/ 
IPPS2011/list.asp#TopOfPage. 

5. Payment Determination and 
Distribution 

As mentioned above, under section 
1109(b) of Public Law 111–152, the total 
pool of payments available to qualifying 
hospitals for FY 2011 and FY 2012 is 
$400 million. The statute is not specific 
as to the timing of these payments. 
Because Congress has allocated a set 
amount ($400 million) for hospitals for 
FYs 2011 and 2012 under this 
provision, we believe it is consistent 
with the statute to spread these 
payments over the 2-year period. In the 
supplemental proposed rule, we 
proposed to distribute $150 million for 
FY 2011 and $250 million for FY 2012. 
Because this is a new policy, we 
proposed to distribute a smaller amount 
of money for the first year, $150 million 
for FY 2011 and gave the public an 
opportunity to review our policy and 
notify us of any possible revisions to the 
list of qualifying hospitals, so that we 
could adjust payments for FY 2012. This 
would ensure that we correctly 
identified qualifying hospitals and their 
proper payment amounts without 
exceeding the program’s funding. We 
invited public comment to give 
hospitals the opportunity to request 
necessary changes to the qualifying 
hospital list for FY 2011 in order to 
ensure the accuracy of the qualifying 
hospital list based on the methodology 
that we proposed (and are finalizing in 
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this final rule). However, we proposed 
to identify eligible counties, qualifying 
hospitals, and their payment amounts 
under section 1109 of Public Law 111– 
152 only once. Because Congress 
allocated a specific amount of money, 
we proposed to identify eligible 
counties, qualifying hospitals, and their 
payment amounts once to ensure that 
we do not exceed the fixed amount of 
money and to ensure predictability of 
payments. 

We proposed to distribute payments 
through the individual hospital’s 
Medicare contractor through an annual 
one-time payment during each of FY 
2011 and FY 2012. We believe that 
annual payments made by the fiscal 
intermediaries and MACs would be an 
expeditious way to give the qualifying 
hospitals the money allotted under 
section 1109 of Public Law 111–152. 
Alternatively, these payments could be 
distributed to qualifying hospitals at the 
time of cost report settlement for the 
qualifying providers’ fiscal year end FY 
2011 and FY 2012 cost reports. 
However, cost report settlement 
typically takes several years beyond a 
hospital’s fiscal year end. If we 
distributed these additional payments at 
the time of cost report settlement, it may 
take several years until hospitals receive 
these additional payments. Therefore, 
we believe our proposal to give 
hospitals their section 1109 payments as 
annual payments during FY 2011 and 
FY 2012 presents the most expedient 
method to distribute these payments to 
hospitals, and is in the spirit of the 
intent of Congress. We welcomed public 
comment on our proposal to distribute 
$150 million in FY 2011 and $250 
million in FY 2012 through an annual 
payment in each of those years made to 
the qualifying providers through their 
fiscal intermediary or MAC. 

We proposed that qualifying hospitals 
report these additional payments on 
their Medicare hospital cost report 
corresponding to the appropriate cost 
reporting period that the hospitals 
receive the payments. The Medicare 
hospital cost report, Form 2552, has an 
‘‘Other adjustment’’ line on Worksheet E, 
Part A, that can used by hospitals to 
report the payments received under 
section 1109 of Public Law 111–152. We 
plan to issue additional cost reporting 
instructions for qualifying hospitals to 
report these additional payments on a 
subscripted line of the ‘‘Other 
adjustment’’ line to identify this 
payment. We noted that we are 
requiring these payments be reported on 
the cost report for tracking purposes 
only. These additional payments will 
not be adjusted or settled by the fiscal 
intermediary or MAC on the cost report. 

Comment: One commenter suggested 
that, for the purposes of cost reporting, 
payments received under the provision 
of section 1109 of Public Law 111–152 
be reported on Worksheet S–2, instead 
of Worksheet E, Part A on the ‘‘other 
adjustment’’ line. The commenter 
recommended that these payments be 
reported on Worksheet S–2 so that the 
payments would not be mixed with the 
Medicare Part A settlement amounts. 

Response: We proposed that hospitals 
report this information on the ‘‘Other 
adjustment’’ line of Worksheet E, Part A, 
on the Medicare hospital cost report, 
Form 2552, because the funding from 
section 1109 has been allocated from the 
Federal Hospital Insurance Trust Fund. 
Funding from the Federal Hospital 
Insurance Trust Fund is generally 
reported on Worksheet E, Part A. 
Therefore, we do not believe that it is 
appropriate to report these payments on 
Worksheet S–2. The funding will not be 
reconciled through the Medicare cost 
report because payments will be 
distributed through a one-time payment 
made in FY 2011 and a one-time 
payment made in FY 2012 to the 
qualifying hospitals by the Medicare 
contractor. Rather, hospitals will report 
the payments received under this 
provision for tracking purposes. 

Comment: Several commenters 
disagreed with the proposal to distribute 
$150 million for FY 2011 and $250 
million for FY 2012 and, instead, 
recommended that funding be 
distributed in equal amounts of $200 
million for FY 2011 and $200 million 
for FY 2012. One commenter suggested 
that, due to the current economic 
conditions, $250 million be distributed 
for FY 2011 and $150 million for FY 
2012. Several commenters requested 
that if hospitals are left off the list of 
qualifying hospitals for FY 2011 and 
added for FY 2012, they should be given 
their full share of the $400 million 
allotted by Congress. 

Response: Section 1109(b) of the 
Public Law 111–152 makes available 
$400 million from the Federal Hospital 
Insurance Trust Fund to be allocated for 
FY 2011 and for FY 2012 for qualifying 
hospitals. We proposed to allocate $150 
million for FY 2011 and $250 million 
for FY 2012 because of concerns that we 
might need to revise our list of 
qualifying hospitals after the 
publication of FY 2011 IPPS/LTCH PPS 
final rule. If we determine that we need 
to revise the list, we also would need to 
ensure that we allocated the proper 
amount without exceeding the 
program’s funding. We invited public 
comment on the accuracy of our list of 
eligible counties and qualifying 
hospitals in those counties. As 

discussed earlier, based on the public 
comments that we received, we 
identified two additional qualifying 
hospitals. We also have added two 
additional eligible counties with no 
qualifying hospitals and are inviting 
public input as to whether there are 
qualifying hospitals located in those two 
new qualifying counties. Because we are 
allowing the public to notify us on the 
issue of whether our determination that 
there are no qualifying hospitals in the 
two additional eligible counties is 
accurate, and we want to ensure that we 
do not exceed the allotted amount of 
funding from the provision, we continue 
to believe it is prudent to disburse less 
funds in FY 2011. Therefore, we are 
finalizing our proposal to distribute 
$150 million for FY 2011 and $250 
million for FY 2012 through two annual 
payments made by the Medicare 
contractors. 

It was not our intention to allocate a 
lesser share of the $400 million to 
hospitals that were not on the qualifying 
list in this final rule, but later found to 
qualify. We are committed to ensuring 
that qualifying hospitals, regardless of 
when their qualification is confirmed, 
receive their appropriate share of the 
$400 million. As discussed in the 
supplemental proposed rule, because 
this is a new provision, we were 
uncertain as to whether we had 
correctly identified all of the qualifying 
hospitals in the eligible counties to 
receive money under section 1109 of the 
Public Law 111–152. However, based on 
the public comments, we believe we 
have been able to identify the qualifying 
hospitals. In the supplemental proposed 
rule, we proposed to make only one 
determination of eligible counties and 
qualifying hospitals for FY 2011 and FY 
2012. 

We have concluded that our comment 
period allowed the public the 
opportunity to comment on the 
accuracy of the list of eligible counties 
and qualifying hospitals. Therefore, 
after consideration of the comments we 
received, we are finalizing the list of the 
hospitals that qualify to receive their 
payments and their payment amounts in 
this final rule, with the caveat that we 
will accept additional public input on 
the limited issue of whether there are 
any qualifying hospitals in the two 
newly identified eligible counties. We 
also are finalizing our proposal to make 
only one determination of eligible 
counties and qualifying hospitals for FY 
2011 and FY 2012, also with the caveat 
that we will accept additional public 
input on the limited issue of whether 
there are any qualifying hospitals in the 
two newly identified eligible counties. 
We are finalizing our proposal to 
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distribute $150 million for FY 2011 and 
$250 million for FY 2012. To the extent 
that there are qualifying hospitals that 
were not identified in this final rule 
after we receive any additional public 
input, we will review that issue in 
future rulemaking, and those hospitals 
will be eligible for their allocation of the 
entire $400 million. 

6. Hospital Weighting Factors 
Section 1109(c) of Public Law 111– 

152 requires that the payment amount 
for a qualifying hospital shall be 
determined ‘‘in proportion to the portion 
of the amount of the aggregate payments 
under section 1886(d) of the Social 
Security Act to the hospital for fiscal 
year 2009 bears to the sum of all such 
payments to all qualifying hospitals for 
such fiscal year.’’ We proposed that the 
portion of a hospital’s payment under 
section 1109 is based on the proportion 
of its IPPS operating payments made in 
FY 2009 under section 1886(d) of the 
Act relative to the total IPPS operating 
payments made to all qualifying 
hospitals in FY 2009 under section 
1886(d) of the Act. These FY 2009 IPPS 
operating payments made under section 
1886(d) of the Act include DRG and 
wage-adjusted payments made under 
the IPPS standardized amount with add- 
on payments for operating DSH, 
operating IME, operating outliers and 
new technology (collectively referred to 
in the proposed rule and this final rule 
as the IPPS operating payment amount). 
We proposed to include IME MA 
payments made to IPPS hospitals 
because these payments are made under 
section 1886(d) of the Act. Under 42 
CFR 412.105(g) of the regulations and as 
implemented in Transmittal A–98–21 
(Change Request 332), hospitals that are 
paid under the IPPS and train residents 
in approved GME programs may submit 
claims associated with MA enrollees to 
the fiscal intermediary or MAC for the 
purpose of receiving an IME payment. 
No IPPS operating payment or other 
add-on payment is made for these MA 
enrollees. This is consistent with how 
the IPPS includes these IME MA 
payments when adjusting for budget 
neutrality of the IPPS standardized 
amounts. 

In addition, we included in the FY 
2009 IPPS operating payment amount 
beneficiary liabilities (coinsurance, 
copayments, and deductibles) because 
the payments made under section 
1886(d) of the Act ‘‘are subject to the 
provisions of section 1813.’’ That is, the 
payment received by the hospital 
includes the amount paid by Medicare, 
as well as the amount for which the 
beneficiary is responsible, as set forth in 
section 1813 of the Act. We proposed to 

exclude IPPS capital payments because 
they are payments made under section 
1886(g) of the Act. We also proposed to 
exclude payments for organ acquisition 
costs because they are payments made 
under section 1881(d) of the Act. In 
addition, we proposed to exclude 
payments for blood clotting factor 
because they are payments made under 
section 1886(a)(4) of the Act. 

Consistent with our IPPS ratesetting 
process, we proposed to use the FY 
2009 MedPAR inpatient claims data to 
determine the FY 2009 IPPS operating 
payments made to qualifying hospitals 
in order to set the ratio for determining 
a qualifying hospital’s share of the $400 
million payment under section 1109 of 
Public Law 111–152. Although these 
claim payments may be later changed 
and adjusted at cost report settlement, 
this settlement generally occurs after FY 
2011 and FY 2012. Furthermore, we 
believe that the use of the FY 2009 
MedPAR inpatient claims data is 
consistent with our proposal to make 
the payments under section 1109 of 
Public Law 111–152 in two annual 
payments in FY 2011 and FY 2012 
instead of waiting for cost report 
settlement. Furthermore, we used 
MedPAR data in other areas of the IPPS, 
including calculating IPPS MS–DRG 
relative weights, budget neutrality 
factors, outlier thresholds, and the 
standardized amount. The FY 2009 
MedPAR data can be ordered to allow 
the public to verify qualifying hospitals’ 
FY 2009 IPPS operating payments. 
Interested individuals may order these 
files through the CMS Web site at: 
http://www.cms.hhs.gov/ 
LimitedDataSets/ by clicking on 
MedPAR Limited Data Set (LDS)— 
Hospital (National). This Web page 
describes the file and provides 
directions and further detailed 
instructions for how to order. 

Persons placing an order must send 
the following: a Letter of Request, the 
LDS Data Use Agreement and Research 
Protocol (refer to the Web site for further 
instructions), the LDS Form, and a 
check for $3,655 to: 
Mailing address if using the U.S. Postal 

Service: Centers for Medicare & 
Medicaid Services, RDDC Account, 
Accounting Division, P.O. Box 7520, 
Baltimore, MD 21207–0520. 

Mailing address if using express mail: 
Centers for Medicare & Medicaid 
Services, OFM/Division of 
Accounting—RDDC, Mailstop C3–07– 
11, 7500 Security Boulevard, 
Baltimore, MD 21244–1850. 
For the supplemental proposed rule, 

we used the December 2009 update to 
the FY 2009 MedPAR claims data file 

(which was the latest available update 
to the file at that time) to determine the 
proposed qualifying hospitals’ IPPS 
operating payment amounts. For this FY 
2011 IPPS/LTCH PPS final rule, we 
used the March 2010 update to the FY 
2009 MedPAR data to determine 
qualifying hospitals’ IPPS operating 
payment amounts, which is used to set 
the hospital weighting factors for FYs 
2011 and 2012. 

As discussed previously in section 
IV.J.3. of this preamble, qualifying 
hospitals can include SCHs and MDHs 
because they meet the definition of 
subsection (d) hospitals. SCHs are paid 
in the interim (prior to cost report 
settlement) on a claim-by-claim basis at 
the amount that is the higher of the 
payment based on the hospital-specific 
rate or the IPPS Federal rate based on 
the standardized amount. At cost report 
settlement, the fiscal intermediary or 
MAC determines if the hospital would 
receive higher IPPS payments in the 
aggregate using the hospital’s specific 
rate (on all claims) or the Federal rate 
(on all claims). The fiscal intermediary 
or MAC then assigns the hospital the 
higher payment amount (either the 
hospital specific rate for all claims or 
the Federal rate amount for all claims) 
for the cost reporting period. To 
determine the FY 2009 operating 
payment amount for SCHs that meet the 
definition of a qualifying hospital, we 
proposed to use the IPPS operating 
payment made on the Medicare IPPS 
claim in the FY 2009 MedPAR file 
rather than the SCH’s final payment rate 
that is determined at cost report 
settlement. We believe this approach is 
consistent with the treatment of other 
qualifying hospitals under our proposal, 
and again allows for the timely 
distribution of funds in two annual 
payments, as discussed above. MDHs 
are paid the sum of the Federal payment 
amount plus 75 percent of the amount 
by which the hospital-specific rate 
exceeds the Federal payment amount. 
This amount is considered their IPPS 
operating payment reported on their 
Medicare IPPS claims. 

In order to calculate payment 
amounts consistent with section 1109(c) 
of Public Law 111–152, we proposed to 
use a weighting factor for each 
qualifying hospital that is equal to the 
qualifying hospital’s FY 2009 IPPS 
operating payment amount (as described 
above) divided by the sum of FY 2009 
IPPS operating payment amounts for all 
qualifying hospitals. We believe this 
methodology is consistent with the 
requirement of section 1109(c) of Public 
Law 111–152, because a qualifying 
hospital with a larger proportion of 
operating payments would have a 
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proportionately higher weighting factor 
and would receive the proportionately 
larger share of the $400 million, while 
a hospital with a smaller proportion of 
operating payments would have a 
proportionately smaller weighting factor 
and would receive proportionately 
smaller shares of the $400 million. We 
welcomed public comment on our 
methodology to determine the amount 
of money distributed to qualifying 
hospitals consistent with the language 
in section 1109(c) of Public Law 111– 
152. 

Comment: One commenter suggested 
that payments made under reasonable 
cost contracts under section 1876 of the 
Act be included in the calculation of a 
qualifying hospital’s payment weighting 
factor. The commenter stated that there 
are a significant number of Medicare 
beneficiaries enrolled in these cost 
plans in Hawaii and that they comprise 
a large proportion of Hawaii hospitals’ 
payments. Payments to hospitals are 
made using the Medicare fee-for-service 
rate or the reasonable cost for treating 
inpatients in these cost plans. The 
commenter believed that, because these 
hospitals are paid at the Medicare fee- 
for-service rate, those payments should 
be included in the qualifying hospitals’ 
payment weighting factors. 

Response: Section 1876 reasonable 
cost contracts are entered into with 
Medicare managed care cost plans 
(HMOs/CMPs) that cover Medicare- 
eligible beneficiaries. The commenter 
suggested that inpatient hospital 
payments for Medicare enrollees in the 
section 1876 cost plans that directly pay 
for inpatient hospital benefits should be 
included in the qualifying hospital’s 
weighting factor. Section 1109(c) of 
Public Law 111–152 specifies that the 
proportion of the $400 million given to 
a qualifying hospital is based on the 
qualifying hospital’s payments under 
section 1886(d) of the Act for FY 2009 
relative to the total payments under 
section 1886(d) of the Act for all of the 
qualifying hospitals for FY 2009. 
Payments to hospitals that treat 
Medicare enrollees in these managed 
care cost plans that pay directly for 
inpatient hospital benefits are paid by 
the managed care cost plan under 
section 1876 of the Act; the payments 
are not under section 1886(d) of the Act. 
Therefore, we believe that these 
payments do not meet the requirement 
under section 1109(c) of Public Law 
111–152, and we are excluding 
inpatient hospital payments made under 
section 1876 of the Act from qualifying 
hospitals’ payment weighting factors. 

Additionally, we proposed to use the 
FY 2009 MedPAR inpatient claims data 
to determine the FY 2009 IPPS 

operating payments to calculate the 
qualifying hospitals’ payment weighting 
factors. IPPS hospitals submit these 
inpatient claims to receive IPPS 
operating payments under section 
1886(d) of the Act. Because Medicare 
beneficiaries enrolled in these managed 
care cost plans have their inpatient 
services paid for by their cost plan 
under section 1876 of the Act, the 
MedPAR file does not have their 
hospital inpatient payment information. 
Therefore, we believe that hospital 
payments received for beneficiaries in 
section 1876 reasonable cost plans 
should not qualify as a ‘‘payment[ ] 
under section 1886(d)’’ of the Act for 
purposes of section 1109(c) of Public 
Law 111–152. 

Comment: One commenter was 
concerned with the proposal to base 
payments on the FY 2009 MedPAR data 
for SCHs and MDHs. The commenter 
suggested that MedPAR would not 
accurately calculate payments for SCHs 
and MDHs, which are IPPS hospitals 
that are paid under the higher of the 
IPPS Federal rate or the hospital- 
specific rate. The commenter stated that 
the MedPAR file assumes that a high 
level of outlier payments exists for most 
SCHs and MDHs, and therefore 
disproportionately understates their 
actual payment, which is determined at 
cost report settlement. The MedPAR file 
contains interim payments where 
outlier payments may be higher or lower 
than the actual outlier payment amount, 
which is reconciled at cost report 
settlement. The commenter requested 
that CMS use the cost report to 
determine SCH and MDH payment 
weighting factors because the cost report 
contains the final IPPS operating 
payment amounts. 

Response: We note that interim 
payments to SCH and MDHs are made 
on the basis of the best available data at 
the time and can include other interim 
payment amounts, such as DSH and 
IME. Interim payments can be adjusted 
and changed at cost report settlement. 
However, these interim payment 
changes are not limited to SCHs and 
MDHs, as IPPS hospitals that are not 
SCHs or MDHs receive interim 
payments for DSH and IME that are paid 
through the inpatient claim. Therefore, 
SCHs and MDHs are not necessarily 
more or less disadvantaged than other 
IPPS hospitals under our proposal to 
use inpatient claims in the MedPAR file 
as opposed to finalized cost reports to 
determine qualifying hospitals’ payment 
weighting factors. Additionally, section 
1109(a) of Public Law 111–152 requires 
the Secretary to make payments ‘‘to 
qualifying hospitals * * * for fiscal 
years 2011 and 2012,’’ and section 

1109(b) of Public Law 111–152 makes 
$400 million available for payments ‘‘for 
fiscal years 2011 and 2012’’ based on 
qualifying hospitals’ IPPS operating 
payments from FY 2009. It generally 
takes several years to finalize hospitals’ 
Medicare cost report. If we waited for 
cost report settlement to finalize interim 
values such as DSH, IME, and interim 
payment to SCHs and MDHs, we would 
be delaying making these additional 
payments well beyond FYs 2011 and 
2012. As we noted in the preamble to 
the supplemental proposed rule (75 FR 
30929), we proposed to make payments 
under section 1109 of Public Law 111– 
152 during FYs 2011 and 2012 based on 
available interim MedPAR data, because 
of this delay. Although waiting until 
cost reports are settled might yield 
somewhat more precise payment 
information for some qualifying 
hospitals receiving interim payments, 
including SCHs and MDHs, we believe 
it is in the interest of the hospitals to use 
the best available at this time to 
expedite disbursement of the funds in 
FY 2011 and FY 2012. We believe the 
FY 2009 MedPAR file contains the best 
data available, and using these data is 
the most expeditious method to 
determine a hospital’s weighting factor 
and is consistent with this decision to 
make payments in the relevant fiscal 
years. 

Comment: One commenter supported 
determining qualifying hospitals only 
once in FY 2011 for the purposes of 
making payments in FY 2011 and FY 
2012. The commenter stated that this 
approach provides certainty to 
qualifying hospitals to allow them to 
budget for the next 2 fiscal years. 

Response: We agree that finalizing the 
list of eligible counties and qualifying 
hospitals once will ease implementation 
of the provision and will allow hospitals 
to plan their budgets accordingly. As 
discussed earlier, we have modified our 
proposed approach because we have 
replaced two eligible counties and have 
not identified any qualifying IPPS 
hospitals located in those counties. We 
are allowing the public until August 30, 
2010 to give input via e-mail as to 
whether there are any qualifying 
hospitals located in those two 
additional eligible counties. If there are 
any changes to the list, we will 
republish that information on the CMS 
Web site. To the extent that there are 
any other issues that arise after the 
publication of this final rule, we would 
consider those issues in future 
rulemaking. 

We are finalizing our methodology to 
calculate the qualifying hospitals’ 
payment weighting factors as proposed 
using the March 2010 update of the FY 
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2009 MedPAR inpatient claims 
information. We are finalizing our 
proposal to distribute $150 million for 
FY 2011 and $250 million for FY 2012. 

7. Results 

In calculating county-level Medicare 
Part A and B spending and after 
consideration of the public comments 
we received, we have found that there 
are 3,142 counties in the United States. 
Therefore, there are 786 counties that 
rank in the lowest quartile of counties 
with regards to adjusted Medicare Part 
A and Part B spending per enrollee. Of 
those 786 eligible counties, there are 
only 273 counties in which qualifying 
hospitals are located, using the 
methodology we proposed in section 
II.E.3. of the preamble to the 
supplemental proposed rule and that we 
are finalizing in this final rule. Using 
Medicare provider numbers, we 
identified 416 IPPS hospitals that are 
currently located in those eligible 
counties and received IPPS operating 
payments in FY 2009. 

In accordance with our responses to 
the comments and our final 

methodology, we have set out the final 
list of eligible counties in Table 1 below. 
In addition, we have set out the final list 
of qualifying hospitals, location, and 
payment weighting factors (subject to 
our consideration of any comments we 
receive regarding whether there are any 
qualifying hospitals in the two newly 
added eligible counties) based on the 
March 2010 update of the FY 2009 
MedPAR in Table 2 below. Finally, we 
have set out the payments under section 
1109 by State for FY 2011 (again, subject 
to our consideration of any public input 
we receive regarding whether there are 
any qualifying hospitals in the two 
newly added eligible counties) in Table 
3 below. 

8. Finalization of Eligible Counties, 
Qualifying Hospitals and Qualifying 
Hospitals’ Weighting Factors 

We noted in the proposed rule that, 
based on public comments, it would be 
possible that we finalized a 
methodology to determine the list of 
eligible counties and hospitals that 
differs from our current proposal. A 
change in our methodology could, in 

turn, result in changes to the list of 
eligible counties or qualifying hospitals. 
We note again that we proposed to 
identify eligible counties, qualifying 
providers, and their payments under 
section 1109 of Public Law 111–152 
only once in the FY 2011 IPPS/LTCH 
PPS final rule, and we are finalizing this 
proposal in this final rule. As we 
proposed, the methodology for 
determining a final list of eligible 
counties produced the actual list of 
eligible counties that are being finalized 
in this FY 2011 IPPS/LTCH PPS final 
rule and will not be updated in a future 
fiscal year based on updated data. 

However, as discussed earlier, we 
replaced two counties in the eligible 
counties list and did not identify 
qualifying hospitals located in those 
new counties and we are seeking public 
input via e-mail by August 30, 2010, as 
to whether there are any qualifying 
hospitals located in those counties. If 
there are additional changes to our 
qualifying hospitals list, we will publish 
that information on the CMS Web site 
soon after August 30, 2010. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

K. Rural Community Hospital 
Demonstration Program 

We note that we included a 
discussion of continued implementation 
of the rural community hospital 
demonstration program in the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24011). We issued a supplemental 
proposed rule (75 FR 30961) to the FY 
2011 proposed rule (75 FR 23852) to 
address the provisions of the Affordable 
Care Act, which made changes to the 
demonstration program, and full 
implementation of the program for FY 
2011. The discussion below reflects the 
provisions of both the proposed rule 
and the supplemental proposed rule. 

1. Background 

Section 410A(a) of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), 
Public Law 108–173, required the 
Secretary to establish a demonstration 
program to test the feasibility and 
advisability of establishing ‘‘rural 
community hospitals’’ to furnish 
covered inpatient hospital services to 
Medicare beneficiaries. The 
demonstration pays rural community 
hospitals for such services under a cost- 
based methodology for Medicare 
payment purposes for covered inpatient 
hospital services furnished to Medicare 
beneficiaries. A rural community 
hospital, as defined in section 
410A(f)(1) of MMA, is a hospital that— 

• Is located in a rural area (as defined 
in section 1886(d)(2)(D) of the Act) or is 
treated as being located in a rural area 
under section 1886(d)(8)(E) of the Act; 

• Has fewer than 51 beds (excluding 
beds in a distinct part psychiatric or 
rehabilitation unit) as reported in its 
most recent cost report; 

• Provides 24-hour emergency care 
services; and 

• Is not designated or eligible for 
designation as a CAH under section 
1820 of the Act. 

Section 410A(a)(4) of Public Law 108– 
173, in conjunction with subsections (2) 
and (3) of section 410A(a), provided that 
the Secretary was to select for 
participation no more than 15 rural 
community hospitals in rural areas of 
States that the Secretary identified as 
having low population densities. Using 
2002 data from the U.S Census Bureau, 
we identified the 10 States with the 
lowest population density in which 
rural community hospitals were to be 
located in order to participate in the 
demonstration: Alaska, Idaho, Montana, 
Nebraska, Nevada, New Mexico, North 
Dakota, South Dakota, Utah, and 
Wyoming. (Source: U.S. Census Bureau, 
Statistical Abstract of the United States: 
2003). 

We originally solicited applicants for 
the demonstration in May 2004; 13 
hospitals began participation with cost 
reporting years beginning on or after 
October 1, 2004. (Four of these 13 
hospitals withdrew from the program 
and became CAHs). In a notice 
published in the Federal Register on 
February 6, 2008 (73 FR 6971), we 
announced a solicitation for up to 6 
additional hospitals to participate in the 
demonstration program. Four additional 
hospitals were selected to participate 
under this solicitation. These four 
additional hospitals began under the 

demonstration payment methodology 
with the hospital’s first cost reporting 
period starting on or after July 1, 2008. 
Three hospitals (2 of the hospitals were 
among the 13 hospitals that were 
original participants in the 
demonstration and 1 of the hospitals 
was among the 4 hospitals that began 
the demonstration in 2008) withdrew 
from the demonstration during CY 2009. 
(Two of these hospitals indicated that 
they will be paid more for Medicare 
inpatient services under the rebasing 
allowed under the SCH methodology 
allowed by the Medicare Improvement 
for Patients and Providers Act of 2008 
(Pub. L. 110–275). The other hospital 
restructured to become a CAH.) 

Section 410A(a)(5) of Public Law 108– 
173 originally required a 5-year 
demonstration period of participation. 
Prior to the enactment of the Affordable 
Care Act, for the seven currently 
participating hospitals that began the 
demonstration during FY 2005 
(‘‘originally participating hospitals’’), the 
demonstration was scheduled to end for 
each of these hospitals on the last day 
of its cost reporting period that ends in 
FY 2010. The end of the participation 
for the three participating hospitals that 
began the demonstration in CY 2008 
was scheduled to be September 30, 
2010. 

In addition, section 410A(c)(2) of 
Public Law 108–173 required that, ‘‘[i]n 
conducting the demonstration program 
under this section, the Secretary shall 
ensure that the aggregate payments 
made by the Secretary do not exceed the 
amount which the Secretary would have 
paid if the demonstration program 
under this section was not 
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implemented.’’ This requirement is 
commonly referred to as ‘‘budget 
neutrality.’’ 

Generally, when we implement a 
demonstration program on a budget 
neutral basis, the demonstration 
program is budget neutral in its own 
terms; in other words, the aggregate 
payments to the participating hospitals 
do not exceed the amount that would be 
paid to those same hospitals in the 
absence of the demonstration program. 
Typically, this form of budget neutrality 
is viable when, by changing payments 
or aligning incentives to improve overall 
efficiency, or both, a demonstration 
program may reduce the use of some 
services or eliminate the need for others, 
resulting in reduced expenditures for 
the demonstration program’s 
participants. These reduced 
expenditures offset increased payments 
elsewhere under the demonstration 
program, thus ensuring that the 
demonstration program as a whole is 
budget neutral or yields savings. 
However, the small scale of this 
demonstration program, in conjunction 
with the payment methodology, makes 
it extremely unlikely that this 
demonstration program could be viable 
under the usual form of budget 
neutrality. Specifically, cost-based 
payments to participating small rural 
hospitals are likely to increase Medicare 
outlays without producing any 
offsetting reduction in Medicare 
expenditures elsewhere. Therefore, a 
rural community hospital’s 
participation in this demonstration 
program is unlikely to yield benefits to 
the participant if budget neutrality were 
to be implemented by reducing other 
payments for these same hospitals. 

In the past six IPPS final regulations, 
spanning the period for which the 
demonstration has been implemented, 
we have adjusted the national inpatient 
PPS rates by an amount sufficient to 
account for the added costs of this 
demonstration program, thus applying 
budget neutrality across the payment 
system as a whole rather than merely 
across the participants in the 
demonstration program. As we 
discussed in the FY 2005, FY 2006, FY 
2007, FY 2008, FY 2009, and FY 2010 
IPPS final rules (69 FR 49183; 70 FR 
47462; 71 FR 48100; 72 FR 47392; 73 FR 
48670; and 74 FR 43922, respectively), 
we believe that the language of the 
statutory budget neutrality requirements 
permits the agency to implement the 
budget neutrality provision in this 
manner. 

In light of the statute’s budget 
neutrality requirement, we proposed in 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24012) a methodology to 

calculate a budget neutrality adjustment 
factor to the FY 2011 national IPPS 
rates. In the FY 2011 IPPS/LTCH PPS 
proposed rule, the only amount that was 
identified to be offset for the FY 2011 
IPPS/LTCH final rule was that by which 
the costs of the demonstration program, 
as indicated by settled cost reports 
beginning in FY 2007 for hospitals 
participating in the demonstration 
during FY 2007, exceeded the amount 
that was identified in the FY IPPS 2007 
final rule as the budget neutrality offset 
for FY 2007. No dollar amount was 
specified for purpose of this offset, 
because of a delay in the settlement 
process of FY 2007 cost reports. Due to 
the timing of the proposed rule in 
relation to the enactment of the 
Affordable Care Act, we were unable to 
include in the proposed budget 
neutrality adjustment factor to the FY 
2011 national IPPS rates an offset that 
would account for the estimated 
financial impact that the demonstration 
would have for certain timeframes 
under the extension required by the 
Affordable Care Act. 

2. Changes to the Demonstration 
Program Made by the Affordable Care 
Act 

Section 3123 of Public Law 111–148 
and section 10313 of Public Law 111– 
152 amended section 410A of Public 
Law 108–173 which established the 
rural community hospital 
demonstration program. Sections 3123 
and 10313 of the Affordable Care Act 
changed the rural community hospital 
demonstration program in several ways. 
First, the Secretary is required to 
conduct the demonstration program for 
an additional 5-year period that begins 
on the date immediately following the 
last day of the initial 5-year period 
under section 410A(a)(5) of Public Law 
108–173, as amended (section 
410A(g)(1) of Public Law 108–173, as 
added by section 3123(a) of the 
Affordable Care Act and further 
amended by section 10313 of such Act). 
Further, the Affordable Care Act 
requires that, in the case of a rural 
community hospital that is participating 
in the demonstration program as of the 
last day of the initial 5-year period, the 
Secretary shall provide for the 
continued participation of such rural 
hospital in the demonstration program 
during the 5-year extension, unless the 
hospital makes an election, in such form 
and manner as the Secretary may 
specify, to discontinue participation 
(section 410A(g)(4)(A) of Public Law 
108–173, as added by section 3123(a) of 
the Affordable Care Act and further 
amended by section 10313 of such Act). 
In addition, the Affordable Care Act 

provides that during the 5-year 
extension period, the Secretary shall 
expand the number of States with low 
population densities determined by the 
Secretary to 20 (section 410A(g)(2) of 
Public Law 108–173, as added by 
section 3123(a) and amended by section 
10313 of the Affordable Care Act). 
Further, the Secretary is required to use 
the same criteria and data that the 
Secretary used to determine the States 
under section 410A(a)(2) of Public Law 
108–173 for purposes of the initial 5- 
year period. The Affordable Care Act 
also allows not more than 30 rural 
community hospitals in such States to 
participate in the demonstration during 
the 5-year extension period (section 
410A(g)(3) of Public Law 108–173, as 
added by section 3123(a) of the 
Affordable Care Act and as further 
amended by section 10313 of such Act). 
Additionally, the Affordable Care Act 
provides that the amount of payment 
under the demonstration program for 
covered inpatient hospital services 
furnished in a rural community 
hospital, other than services furnished 
in a psychiatric or rehabilitation unit of 
the hospital that is a distinct part, is the 
reasonable costs of providing such 
services for discharges occurring in the 
first cost reporting period beginning on 
or after the first day of the 5-year 
extension period (section 410A(g)(4)(b) 
of Public Law 108–173, as added by 
section 3123(a) of the Affordable Care 
Act and as further amended by section 
10313 of such Act). For discharges 
occurring in a subsequent cost reporting 
period paid under the demonstration, 
the formula in section 410A(b)(1)(B) of 
Public Law 108–173, as amended, 
would apply. In addition, various other 
technical and conforming changes were 
made to section 410A of Public Law 
108–173 by section 3123(a) of the 
Affordable Care Act and as further 
amended by section 10313 of such Act. 

3. FY 2011 Budget Neutrality 
Adjustment 

In order to ensure that the 
demonstration is budget neutral as is 
required by the statute, in the June 2, 
2010 supplemental proposed rule, we 
proposed to adjust the national IPPS 
rates in the FY 2011 IPPS final rule to 
account for any added costs attributable 
to the demonstration. Specifically, the 
proposed budget neutrality adjustment 
would account for: (1) The estimated 
costs of the demonstration in FY 2011 
for the 10 currently participating 
hospitals; (2) the estimated FY 2010 
costs of the demonstration that were not 
accounted for in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule for the 7 
‘‘originally participating hospitals’’ 
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because we estimated those hospitals’ 
FY 2010 costs under the assumption 
that the demonstration would be 
concluding before the end of FY 2010 
for those hospitals; (3) the estimated FY 
2011 costs for up to 20 new hospitals 
selected to participate in the 
demonstration; and (4) the amount by 
which the costs of the demonstration 
program, as indicated by settled cost 
reports for cost reporting periods 
beginning in FY 2007 for hospitals 
participating in the demonstration 
during FY 2007, exceeded the amount 
that was identified in the FY 2007 IPPS 
final rule as the budget neutrality offset 
for FY 2007. 

a. Component of the FY 2011 Budget 
Neutrality Adjustment That Accounts 
for Estimated FY 2011 Costs of the 
Demonstration of the 10 Currently 
Participating Hospitals 

In the June 2, 2010 supplemental 
proposed rule (75 FR 30962 and 30963), 
we indicated that the component of the 
proposed FY 2011 budget neutrality 
adjustment to the national IPPS rates 
that accounts for the estimated cost of 
the demonstration in FY 2011 for the 10 
currently participating hospitals would 
be calculated by utilizing separate 
methodologies for the 7 hospitals that 
have participated in the demonstration 
since its inception and that we consider 
to be continuing to participate in the 
demonstration (‘‘originally participating 
hospitals’’), and the 3 hospitals that are 
currently participating in the 
demonstration that were among the 4 
hospitals that joined the demonstration 
in 2008. Different methods are used 
because fiscal intermediaries’ most 
recent final settlements of cost reports 
are for periods beginning in FY 2006 for 
the ‘‘originally participating hospitals,’’ 
whereas we relied on available 
submitted documentation for the 
hospitals that began participation in the 
demonstration in 2008. Because the 
hospitals that began the demonstration 
in 2008 have no settled cost reports for 
the demonstration, we proposed to use 
‘‘as submitted’’ cost reports. The 
proposed budget neutrality analysis was 
based on the assumption that all 10 of 
these hospitals would continue in the 
demonstration under the 5-year 
extension provided by the Affordable 
Care Act. We note that all 10 
participating hospitals, whether they 
began participation in 2005 or in 2008, 
have elected to continue participation in 
the extension period mandated by the 
Affordable Care Act. 

The estimate of the portion of the 
proposed budget neutrality adjustment 
that accounts for the estimated costs of 
the demonstration in FY 2011 for the 7 

‘‘originally participating hospitals’’ was 
based on data from their second year 
cost reports—that is, for cost reporting 
periods beginning in FY 2006. We 
proposed to use these cost reports 
because they were the most recent 
complete cost reports and, thus, we 
believed they enabled us to estimate FY 
2011 costs as accurately as possible. In 
addition, we estimated the cost of the 
demonstration in FY 2011 for 2 of the 
4 hospitals that joined the 
demonstration in 2008 based on data 
from each of their cost reporting periods 
beginning January 1, 2008. Similarly, we 
proposed to use these cost reports 
because they were the most recent cost 
reports and, thus, we believed they 
enabled us to estimate FY 2011 costs for 
these 2 hospitals as accurately as 
possible. Because 1 of the 4 hospitals 
that began in 2008 has withdrawn, there 
is 1 hospital remaining among those that 
began in that year. The remaining 
hospital of the 4 hospitals that began in 
2008 is an Indian Health Service 
provider. Historically, the hospital has 
not filed standard Medicare cost reports. 
Therefore, in order to estimate its costs, 
we proposed to use an analysis of 
Medicare inpatient costs and payments 
submitted by the hospital for the cost 
reporting period of October 1, 2005 
through September 30, 2006. In 
addition, we proposed that we may 
revise this estimate [that is, the 
estimated cost of the demonstration in 
FY 2011 for the 10 currently 
participating hospitals] for the final rule 
if updated cost report data became 
available. This is because we believe 
that updated data would enable us to 
estimate costs as accurately as possible. 

For this final rule, we are finalizing an 
estimate of the costs of the 
demonstration in FY 2011 for the 10 
currently participating hospitals. 
Consistent with our proposal, updated 
data have become available for this final 
rule, and we are using them to estimate 
the costs of the demonstration in FY 
2011. The finalized amount differs from 
that stated in the proposed rule in two 
respects: (1) A more recently available 
IPPS market basket update factor for FY 
2011 is applied to the difference 
between the dollar amount attributable 
to Medicare inpatient costs calculated 
under the applicable reasonable cost 
methodology in section 410A of Public 
Law 108–173, as amended, and what 
would have otherwise been paid under 
the IPPS. (An IPPS market basket update 
is applied for every year between the 
year of the respective cost report and 
2011.) (2) The updated cost report data 
have become available for the Indian 
Health Service provider because the 

provider has filed a full cost report for 
its cost reporting period ending 
September 30, 2009. 

For this final rule, the estimated costs 
under the demonstration for FY 2011 for 
the 10 currently participating hospitals 
is calculated as follows: Consistent with 
the proposed rule, in order to estimate 
the FY 2011 costs of the demonstration 
for the seven ‘‘originally participating 
hospitals,’’ for each hospital we 
subtracted the amount it would have 
been paid under the IPPS from the 
amount paid for FY 2006 under the 
applicable reasonable cost methodology 
in section 410A of Public Law 108–173 
as amended. We summed these 
differences for the seven hospitals and 
applied the IPPS market basket updates 
and a 2-percent annual volume 
adjustment for the years between 2006 
and 2011. As proposed, for this final 
rule for the two hospitals that began the 
demonstration in 2008, for each of these 
hospitals we subtracted the amount it 
would have been paid under the IPPS 
from the amount to be paid under the 
applicable reasonable cost methodology 
in section 410A of Public Law 108–173 
as amended for FY 2008 using as 
submitted 2008 cost reports. We 
summed these differences and applied 
the IPPS market basket updates and a 
2-percent annual volume adjustment for 
the years between 2008 and 2011. For 
the Indian Health Service provider, we 
used its as submitted cost report ending 
in September 2009 to estimate its FY 
2011 costs under the applicable 
reasonable cost methodology set forth in 
section 410A of Public Law 108–173 as 
amended and what its Medicare 
inpatient payment would have been 
absent the demonstration. We added the 
amounts for all 10 hospitals, resulting in 
an estimated amount of $21,331,721. 

b. Portion of the FY 2011 Budget 
Neutrality Adjustment That Accounts 
for Estimated FY 2010 Costs of the 
Demonstration That Were Not 
Accounted for in the FY 2010 IPPS/RY 
2010 LTCH PPS Final Rule for the 
Seven ‘‘Originally Participating 
Hospitals’’ 

As explained above, section 
410A(g)(4)(A) of Public Law 108–173, as 
added by section 3123(a) of the 
Affordable Care Act and further 
amended by section 10313 of such Act, 
provided for the continued participation 
of rural community hospitals that were 
participating in the demonstration as of 
the last day of the initial 5-year 
[demonstration] period. One of the 
effects of this extension is that the seven 
‘‘originally participating hospitals’’ 
(those hospitals that have participated 
in the demonstration since its inception 
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and that continue to participate in the 
demonstration or were participating in 
the demonstration as of the last day of 
their initial 5-year demonstration 
period, that is, the two rural community 
hospitals that concluded their initial 
period of performance in December 
2009) that were scheduled to end their 
participation in the demonstration 
before the end of FY 2010 would 
continue to participate for the 
remainder of FY 2010 and beyond, as 
applicable. However, we note that the 
portion of the FY 2010 budget neutrality 
adjustment to the national IPPS rates 
that was included in the FY 2010 IPPS 
final rule that accounted for the 
estimated costs of the demonstration in 
FY 2010 did not take into account costs 
of the demonstration for those hospitals 
beyond the anticipated end date of their 
initial demonstration period. (For 
example, for a hospital whose cost 
report ended in June 30, 2010, we 
counted only 9 months for the budget 
neutrality adjustment for the FY 2010 
IPPS/LTCH PPS final rule. Under our 
proposal, we would adjust the national 
IPPS rates to account for the estimated 
costs for this hospital for the remaining 
3 months of FY 2010.) Therefore, as 
proposed, in this final rule, we are 
including a component in the FY 2011 
budget neutrality adjustment to account 
for the estimated costs of the 
demonstration in FY 2010 that were not 
accounted for in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule for the seven 
‘‘originally participating hospitals’’ 
because we calculated the FY 2010 cost 
estimate for that year’s final rule 
assuming that the demonstration would 
end before the end of that fiscal year for 
those hospitals. As we proposed, we are 
using the following methodology to 
account for such estimated costs: 

• Step One. For each of the seven 
‘‘originally participating hospitals,’’ we 
divide the number of months that were 
not included in the estimate of the FY 
2010 demonstration costs included in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule by 12. This step is necessary 
to determine for each of the seven 
‘‘originally participating hospitals’’ the 
fraction of FY 2010 for which the 
estimate of the FY 2010 demonstration 
was not included. 

• Step Two. For each of the seven 
‘‘originally participating hospitals,’’ the 
percentage that results in step one is 
multiplied by the estimate of the cost 
attributable to the demonstration in FY 
2010 for the hospital. The estimate for 
the fraction of the hospital’s cost for FY 
2010 not included in the estimate in the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule is arrived at by multiplying this 

fraction by the estimate of costs for the 
entire year. 

The estimate of the costs of the 
demonstration for FY 2010 for the seven 
‘‘originally participating’’ hospitals is 
derived from data found in their cost 
reports for cost reporting years 
beginning in FY 2006. These cost 
reports show dollar amounts for costs 
for Medicare inpatient services (that is, 
the Medicare payment amount in that 
cost reporting year for Medicare 
inpatient services that results from 
application of the applicable 
methodology set forth in section 410A 
of Pub. L. 108–173) and the dollar 
amount that would have been paid 
under the IPPS. Because these cost 
reporting years all ended during FY 
2007, this difference (that is, the 
difference between the Medicare 
payment amount in that cost reporting 
year for Medicare inpatient services that 
is calculated under the methodology set 
forth in section 410A of Pub. L. 108–173 
and the dollar amount that would have 
been paid under the IPPS), respective to 
each of the seven ‘‘originally 
participating hospitals,’’ is updated 
according to the market basket updates 
for inpatient hospital costs reported by 
the CMS Office of the Actuary for the 
years from FY 2008 through FY 2011. 
(We also have assumed an annual 2 
percent volume increase in accordance 
with guidance from the CMS Office of 
the Actuary.) The difference for each 
hospital is summed to arrive at the 
estimate of additional costs attributable 
to the demonstration in FY 2010 for 
such hospitals. (This calculation is not 
necessary for the hospitals that began 
participating in the demonstration in 
2008 because the portion of the FY 2010 
budget neutrality adjustment that 
accounts for estimated FY 2010 
demonstration costs in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule 
incorporates a cost estimate for each of 
these hospitals based on the entirety of 
the Federal fiscal year.) The estimate of 
additional costs attributable to the 
demonstration in FY 2010 for the seven 
‘‘originally participating hospitals’’ that 
were not accounted for in the FY 2010 
final rule is $6,488,221. 

c. Portion of the FY 2011 Budget 
Neutrality Adjustment That Accounts 
for Estimated FY 2011 Costs for 
Hospitals Newly Selected To Participate 
in the Demonstration 

Section 410A(g)(3) of Public Law 108– 
173, as added by section 3123 of the 
Affordable Care Act and as further 
amended by section 10313 of such Act, 
provides that ‘‘[n]otwithstanding 
subsection (a)(4), during the 5-year 
extension period, not more than 30 rural 

community hospitals may participate in 
the demonstration program under this 
section.’’ Consequently, up to 20 
additional hospitals may be added to 
the demonstration (30 hospitals minus 
the 10 currently participating hospitals). 
In order to ensure budget neutrality for 
20 new participating hospitals, as we 
proposed in the June 2, 2010 
supplemental proposed rule, we are 
including a component in the budget 
neutrality adjustment factor to the FY 
2011 national IPPS rates to account for 
the estimated FY 2011 costs of those 
new hospitals. As proposed, for this 
final rule, for purposes of estimating the 
FY 2011 costs of the demonstration for 
20 new hospitals, we are estimating 
such costs from the average annual cost 
per hospital derived from the estimate 
of the 10 currently participating 
hospitals’ costs attributable to the 
demonstration for FY 2011. Because the 
statute allows the potential for 20 
additional hospitals for the 
demonstration, we are basing this 
estimate on the assumption that 20 
hospitals will join. Our experience 
analyzing the cost reports so far for 
demonstration hospitals shows a wide 
variation in costs among the hospitals. 
Given the wide variation in cost profiles 
that might occur for additional 
hospitals, we believe that estimating the 
total demonstration cost for FY 2011 for 
20 additional hospitals from the average 
annual cost of the currently existing 
hospitals yields the most accurate 
prediction because it is reflective of the 
historical trend of participant behavior 
under the demonstration and should 
give an accurate as possible prediction 
of future participant behavior. We 
believe that, although there is variation 
in costs, formulating an estimate from 
the average costs of as many as 10 
hospitals gives as good as possible a 
prediction of what the demonstration 
costs for each of 20 additional hospitals 
would be. We are estimating the average 
cost for each of the 20 additional 
hospitals, not a range of costs. 
According to the estimate of this average 
cost per hospital, obtained by dividing 
$21,331,721, the cost amount for FY 
2011 identified for the 10 participating 
hospitals in IV.F.3.a. of this preamble, 
by 10 and then multiplying by 20, the 
estimate for costs attributable to the 
demonstration for 20 additional 
hospitals in FY 2011 is $42,663,442. (In 
the proposed rule, we neglected to state 
that the estimated costs attributable to 
the demonstration for 20 additional 
hospitals in FY 2011 was the average 
cost attributable to the demonstration 
per hospital for FY 2011 times 20, 
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although the estimated costs for such 
hospitals reflected this calculation). 

d. Portion of the FY 2011 Budget 
Neutrality Adjustment To Offset the 
Amount by Which the Costs of the 
Demonstration in FY 2007 Exceeded the 
Amount That Was Identified in the FY 
2007 IPPS Final Rule as the Budget 
Neutrality Offset for FY 2007 

In addition, in order to ensure that the 
demonstration in FY 2007 was budget 
neutral, in the June 2, 2010 
supplemental proposed rule (75 FR 
30964), we proposed to incorporate a 
component into the budget neutrality 
adjustment factor to the FY 2011 
national IPPS rates, which would offset 
the amount by which the costs of the 
demonstration program as indicated by 
settled cost reports beginning in FY 
2007 for hospitals participating in the 
demonstration during FY 2007 exceeded 
the amount that was identified in the FY 
2007 IPPS final rule as the budget 
neutrality offset for FY 2007. 
Specifically, we proposed the following 
methodology: 

• Step One: Calculate the FY 2007 
costs of the demonstration program 
according to the settled cost reports that 
began in FY 2007 for the then 
participating hospitals (which represent 
the third year of the demonstration for 
each of the then participating hospitals). 
(We proposed to use these settled cost 
reports, which represent the third year 
of the demonstration for each of the 
then participating hospitals, because 
they correspond most precisely to FY 
2007 and, therefore, we believe correctly 
represent FY 2007 inpatient costs for the 
demonstration during that period.) 

• Step Two: Subtract the amount that 
was offset by the budget neutrality 
adjustment for FY 2007 ($9,197,870) 
from the costs of the demonstration in 
FY 2007 as calculated in step one. 

• Step Three: The result of step two 
is a dollar amount, for which we would 
calculate a factor that would offset such 
amounts and would be incorporated 
into the overall budget neutrality 
adjustment to national IPPS rates for FY 
2011. This specific component to the 
overall budget neutrality adjustment for 
FY 2011 would account for the 
difference between the costs of the 
demonstration in FY 2007 and the 
amount of the budget neutrality 
adjustment published in the FY 2007 
IPPS final rule and, therefore, would 
ensure that the demonstration is budget 
neutral for FY 2007. 

Because the settlement process for the 
demonstration hospitals’ third year cost 
reports, that is, for cost reporting 
periods starting in FY 2007, had 
experienced a delay, for the FY 2011 

IPPS/LTCH PPS proposed rule and the 
supplemental propose rule, we were 
unable to state the costs of the 
demonstration corresponding to FY 
2007 and as a result were unable to 
propose the specific numeric 
adjustment representing this offsetting 
process that would be applied to the 
national IPPS rates. Due to operational 
issues in the cost report settlement 
process, settled cost reports for the 
hospitals that participate in the 
demonstration in FY 2007 are not 
available in time for this final rule 
either, although we expected them to be 
available. Therefore, the estimated 
adjustment to the national IPPS rates in 
this final rule cannot include a 
component to account for these costs. 
We anticipate that this information may 
be available for the FY 2012 IPPS/LTCH 
PPS proposed rule, at which time we 
would include a similar proposal. 

For this final FY 2011 IPPS/LTCH 
PPS final rule, the estimated amount for 
the adjustment to the national IPPS rates 
is the sum of the amounts specified in 
sections V.K.3.a. through c. of this final 
rule, which is $70,483,384. Section 
V.K.3.a. through c. of this final rule state 
dollar amounts, which represent 
estimated costs attributable to the 
demonstration for the respective 
component of the overall estimated 
calculation of the budget neutrality 
factor for FY 2011. This estimated 
amount is based on the specific 
assumptions identified, as well as from 
data sources that are used because they 
represent either the most recently 
finalized or, if as submitted, recent 
available cost reports. 

We did not receive any public 
comments on the proposed provisions 
for extension of the rural hospital 
community demonstration program. 

L. Technical Change to Regulations 
In the FY 2010 IPPS/RY 2010 LTCH 

PPS final rule (74 FR 43939 through 
43940), in response to public comments 
we received on the FY 2010 proposed 
rule relating to the effects on CAH status 
arising from the redesignation by OMB 
of three Micropolitan Statistical Areas 
as MSAs, we amended our regulations 
at § 485.610 by adding a paragraph (b)(4) 
to provide for a transition period for the 
CAHs that are located in counties that 
are reclassified from rural to urban to 
obtain a rural redesignation. However, 
when we added the new paragraph 
(b)(4) to § 485.610, we inadvertently 
failed to make a conforming change to 
the introductory text of paragraph (b) to 
include a reference to paragraph (b)(4) 
as one of the requirements that the CAH 
must meet in order to satisfy the 
conditions of participation for CAHs. In 

the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 23998), we proposed to 
make this conforming change. We did 
not receive any public comments on our 
proposal. Therefore, we are adopting the 
proposed conforming change as final 
without modification. 

M. Interim Final Rule With Comment 
Period: Bundling of Payments for 
Services Provided to Outpatients Who 
Later Are Admitted as Inpatients: 3-Day 
Payment Window 

1. Introduction 

On June 25, 2010, the Preservation of 
Access to Care for Medicare 
Beneficiaries and Pension Relief Act of 
2010 (Pub. L. 111–192) was enacted. 
Section 102 of Public Law 111–192 
pertains to Medicare’s policy for 
payment of outpatient services provided 
on either the day of or during the 3 days 
(or, in the case of a hospital that is not 
a subsection (d) hospital, during the 1 
day) prior to a Medicare beneficiary’s 
inpatient admission. This policy is 
generally known as the ‘‘3-day payment 
window’’. Under the 3-day payment 
window, a hospital (or an entity that is 
wholly owned or wholly operated by 
the hospital) must include on the claim 
for a Medicare beneficiary’s inpatient 
stay, the charges for all outpatient 
diagnostic services and admission- 
related nondiagnostic services provided 
during the payment window. The new 
law makes the policy pertaining to 
admission-related nondiagnostic 
services more consistent with common 
hospital billing practices. Section 102 is 
effective for services furnished on or 
after the date of enactment, June 25, 
2010. 

2. Background for Policy 

Section 1886(a)(4) of the Act 
originally defined the operating costs of 
inpatient hospital services to include 
‘‘all routine operating costs, ancillary 
service operating costs, and special care 
unit operating costs with respect to 
inpatient hospital services as such costs 
are determined on an average per 
admission or per discharge basis.’’ On 
November 5, 1990, the Omnibus Budget 
Reconciliation Act of 1990 (Pub. L. 101– 
508) was enacted. Section 4003(a) of 
Public Law 101–508 amended the 
statutory definition of ‘‘operating costs 
of inpatient hospital services’’ to include 
the costs of certain services furnished 
prior to admission. These preadmission 
services are to be included on the 
Medicare Part A bill for the subsequent 
inpatient stay. As amended, section 
1886(a)(4) of the Act defines the 
operating costs of inpatient hospital 
services to include diagnostic services 
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(including clinical diagnostic laboratory 
tests) or other services related to the 
admission (as defined by the Secretary) 
furnished by the hospital (or by an 
entity that is wholly owned or wholly 
operated by the hospital) to the patient 
during the 3 days prior to the date of the 
patient’s admission to the hospital. The 
provisions of section 4003(b) of Public 
Law 101–508 were fully implemented 
by October 1, 1991. 

On January 12, 1994, we published an 
interim final rule with comment period 
(59 FR 1654) regarding section 4003 of 
Public Law 101–508. In that final rule 
with comment period, we revised the 
regulations at 42 CFR 412.2 relating to 
hospitals paid under the IPPS (also 
referred to as ‘‘subsection (d) hospitals’’) 
and 42 CFR 413.40(c) relating to 
hospitals excluded from the IPPS (also 
referred to as ‘‘non-subsection (d) 
hospitals’’). Specifically, we added 
§ 412.2 (c)(5) and revised § 413.40(c) to 
provide that a hospital is considered the 
sole operator of an entity if the hospital 
has exclusive responsibility for 
conducting or overseeing the entity’s 
routine operations, regardless of 
whether the hospital also has 
policymaking authority over the entity. 
In addition, we stated that ambulance 
services are excluded from 
preadmission services subject to the 
payment window and defined ‘‘services 
related to the admission’’ as those 
nondiagnostic services that are 
furnished in connection with the 
principal diagnosis that requires the 
beneficiary to be admitted as an 
inpatient. 

Section 1886(a)(4) of the Act was 
further amended by section 110 of the 
Social Security Amendments of 1994 
(Pub. L. 103–432, enacted on October 
31, 1994). That provision revised the 
payment window for hospitals that are 
excluded from the IPPS to include only 
those services furnished by the hospital 
or an entity wholly owned or operated 
by the hospital during the 1 day (not 3 
days) prior to a patient’s hospital 
inpatient admission. In a September 1, 
1995 final rule (60 FR 45840), we 
revised § 413.40(c)(2) of the regulations 
to provide for the 1-day payment 
window for hospitals and hospital units 
excluded from the IPPS. The hospitals 
and hospital units excluded from the 
IPPS and affected by this policy are 
psychiatric hospitals and units, 
inpatient rehabilitation hospitals and 
units, long-term care hospitals (LTCHs), 
children’s hospitals, and cancer 
hospitals. CMS also noted that the term 
‘‘day’’ refers to the entire calendar day 
immediately preceding the date of 
admission, not the 24-hour time period 

that immediately precedes the hour of 
admission. 

On February 11, 1998, we published 
a final rule (63 FR 6864) that responded 
to public comments received on the 
January 12, 1994 interim final rule with 
comment period. In that final rule, CMS 
stated again that ambulance services are 
excluded from the payment window 
provision and also stated that chronic 
maintenance renal dialysis are 
excluded, as reflected in 
§§ 412.2(c)(5)(iii) and §§ 413.40(c)(2)(iii) 
of the regulations. We also clarified in 
that final rule that the payment window 
applies to outpatient services that are 
otherwise billable under Part B and does 
not apply to nonhospital services that 
are generally covered under Part A 
(such as home health, skilled nursing 
facility, and hospice). In addition, we 
further clarified the terms ‘‘admission- 
related’’ and ‘‘wholly owned or 
operated.’’ 

In an April 2006 update to the 
Medicare Claims Processing Manual 
(Pub. 100–4), Chapter 3, section 40.3 
(Change Request 4089, Transmittal 714), 
we revised the manual instructions to 
clarify that the 3-day (or 1-day) payment 
window policy also applies to 
outpatient services provided on the date 
of a beneficiary’s admission, consistent 
with Medicare’s longstanding 
administrative policy for treating 
preadmission outpatient services as 
inpatient. We also clarified that critical 
access hospitals (CAHs) are not subject 
to the 3-day (nor 1-day) payment 
window. 

3. Requirements of Section 102 of Public 
Law 111–192 

Section 102(a)(1) of Public Law 111– 
192 added a provision to section 
1886(a)(4) of the Act to specify that the 
term ‘‘other services related to the 
admission’’ includes ‘‘all services that 
are not diagnostic services (other than 
ambulance and maintenance renal 
dialysis services) for which payment 
may be made under this title [Title 
XVIII] that are provided by a hospital (or 
an entity wholly owned or wholly 
operated by the hospital) to a patient— 
(A) on the date of the patient’s inpatient 
admission; or (B) during the 3 days (or, 
in the case of a hospital that is not a 
subsection (d) hospital, during the 1 
day) immediately preceding the date of 
admission unless the hospital 
demonstrates (in a form and manner, 
and at a time, specified by the Secretary) 
that such services are not related (as 
determined by the Secretary) to such 
admission.’’ 

Section 102(b) specifies that the 
amendments made by section 102(a) of 
the law apply ‘‘to services furnished on 

or after the date of the enactment’’ (that 
is, June 25, 2010). 

The law makes no changes to the 
billing of ‘‘diagnostic services’’ furnished 
during this period, which are included 
in the ‘‘operating costs of inpatient 
hospital services’’ pursuant to section 
1886(a)(4) of the Act (which we discuss 
in our regulations and in section 
40.3(B), Chapter 3, of the Medicare 
Claims Processing Manual). All 
diagnostic services provided to a 
Medicare beneficiary by a hospital (or 
an entity wholly owned or operated by 
the hospital) on the date of the 
beneficiary’s inpatient admission and 
during the 3 calendar days (1 calendar 
day for a nonsubsection (d) hospital) 
immediately preceding the date of 
admission would continue to be 
required to be included on the bill for 
the inpatient stay. 

Section 102(c) of Public Law 111–192 
also prohibits Medicare from reopening 
a claim, adjusting a claim, or making 
payments pursuant to any request for 
payment under Title 18, submitted by 
an entity (including a hospital or an 
entity wholly owned or operated by the 
hospital), for services (as described in 
section 102(c)(2) of Pub. L. 111–192), for 
purposes of treating, as unrelated to a 
patient’s inpatient admission, services 
provided during the 3 days (or, in the 
case of a hospital that is not a 
subsection (d) hospital, during the 
1 day) immediately preceding the date 
of the patient’s inpatient admission. 
Services described in section 102(c)(2) 
of Public Law 111–192 are other 
services related to the admission which 
were previously included on a claim or 
request for payment submitted under 
part A of Title XVIII for which a 
reopening, adjustment, or request for 
payment under part B of Title XVIII, 
was not submitted prior to June 25, 2010 
for purposes of treating, as unrelated to 
a patient’s inpatient admission. 

4. Application of the Provisions of 
Section 102 of Public Law 111–192 

In accordance with section 1886(a)(4) 
of the Act, outpatient nondiagnostic 
services that are related to an inpatient 
admission must be bundled with the 
billing for the inpatient stay. An 
outpatient service is related to the 
admission if it is clinically associated 
with the reason for a patient’s inpatient 
admission. In accordance with section 
102 of Public Law 111–192, for 
outpatient services furnished on or after 
June 25, 2010, all nondiagnostic 
services, other than ambulance and 
maintenance renal dialysis services, 
provided by the hospital (or an entity 
wholly owned or wholly operated by 
the hospital) on the date of a 
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beneficiary’s inpatient admission are 
deemed related to the admission and, 
therefore, must be billed with the 
inpatient stay. In addition, outpatient 
nondiagnostic services, other than 
ambulance and maintenance renal 
dialysis services, provided by the 
hospital (or an entity wholly owned or 
wholly operated by the hospital) on the 
first, second, and third calendar days 
(first calendar day for nonsubsection (d) 
hospitals) preceding the date of a 
beneficiary’s admission are deemed 
related to the admission and, therefore, 
must be billed with the inpatient stay, 
unless the hospital attests to certain 
nondiagnostic services as unrelated to 
the hospital claim (that is, the 
preadmission services are clinically 
distinct or independent from the reason 
for the beneficiary’s admission). 
Outpatient nondiagnostic services 
provided during the applicable payment 
window that are unrelated to the 
admission, and are covered by Medicare 
Part B, should be separately billed to 
Medicare Part B. 

We intend to establish a process for 
hospitals to attest to nondiagnostic 
services as being unrelated to the 
hospital claim when a hospital submits 
an outpatient claim. As part of the 
process, hospitals would be required to 
maintain documentation in the 
beneficiary’s medical record to support 
their claim that the outpatient 
nondiagnostic services are unrelated to 
the beneficiary’s inpatient admission. 
We note that hospitals have experience 
with making similar attestations on the 
outpatient or inpatient claim. For 
example, under Medicare’s current 
policy, when a patient is discharged or 
transferred from an acute care 
prospective payment system (PPS) 
hospital, and is readmitted to the same 
acute care PPS hospital on the same day 
for symptoms related to the prior stay, 
the second stay is bundled into payment 
for the first stay and not separately paid. 
However, when a patient is discharged 
or transferred from an acute care PPS 
hospital and is readmitted to the same 
acute care PPS hospital on the same day 
for symptoms unrelated to the prior 
stay, hospitals can place condition code 
(CC) B4 on the inpatient claim that 
contains an admission date equal to the 
prior admissions discharge date that 
would allow the second stay to be paid 
separately. If the condition code is not 
included on the claim for a same day 
readmission, edits will bundle the claim 
for the second admission into the first 
one and Medicare will only pay for one 
inpatient discharge. (We refer readers to 
section 40.2.5, Chapter 3 of the 
Medicare Claims Processing Manual and 

the FY 2003 IPPS final rule (68 FR 
45404–06) for further details of 
Medicare’s policy on this issue.) We 
plan to develop a similar process using 
a condition code, modifier, or some 
other indicator for the 3-day (1-day) 
payment window. 

In accordance with the requirements 
of section 1886(a)(4) of the Act, as 
amended by section 102(a) of Public 
Law 111–192, we are modifying the 
Medicare regulations at § 412.2 by 
revising paragraph (c)(5) and adding a 
new paragraph (c)(5)(iv) to specify that 
all nondiagnostic services provided on 
or after June 25, 2010, other than 
ambulance and maintenance renal 
dialysis services, provided by a 
subsection (d) hospital (or by an entity 
wholly owned or operated by the 
subsection (d) hospital) on the date of a 
beneficiary’s inpatient admission are 
deemed related to and, therefore, part of 
the beneficiary’s inpatient stay. In 
addition, outpatient nondiagnostic 
services provided on the first, second, 
and third calendar day prior to 
admission by a subsection (d) hospital 
are also deemed related to and, 
therefore, part of the beneficiary’s 
inpatient stay, unless a hospital attests 
that specific nondiagnostic services are 
clinically unrelated to the inpatient 
admission (that is, the preadmission 
services are distinct or independent 
from the admission) when the hospital 
submits an outpatient claim. 

For nonsubsection (d) hospitals, in 
accordance with section 1886(a)(4) of 
the Act, the payment window is 1 day. 
Therefore, in this interim final rule with 
comment period, we are amending 
§ 413.40 by revising paragraph (c)(2) and 
(c)(2)(iii) and adding a new paragraph 
(c)(2)(iv) to provide that all 
nondiagnostic services provided on or 
after June 25, 2010 (other than 
ambulance and maintenance renal 
dialysis services) that are provided on 
the date of a beneficiary’s admission by 
a nonsubsection (d) hospital (or by an 
entity wholly owned or operated by the 
nonsubsection (d) hospital) are deemed 
related to and, thus, part of the 
beneficiary’s inpatient stay at that 
nonsubsection (d) hospital. In addition, 
nondiagnostic services provided by a 
nonsubsection (d) hospital (or by an 
entity wholly owned or operated by the 
nonsubsection (d) hospital) during the 
1 calendar day immediately preceding 
the date of admission to that 
nonsubsection (d) hospital are deemed 
related to and, thus, part of the inpatient 
stay, unless the hospital attests that 
specific nondiagnostic services are 
clinically unrelated to the inpatient 
admission when the hospital submits an 
outpatient claim. 

In this interim final rule with 
comment period, we also are codifying 
the same statutory requirements of the 
payment window for IPFs, LTCHs, and 
IRFs by adding a new § 412.405 
applicable to payments to IPFs for 
treating preadmission services as 
inpatient operating costs under the IPF 
prospective payment system, a new 
§ 412.540 applicable to payments to 
LTCHs for treating preadmission 
services as inpatient operating costs 
under the LTCH prospective payment 
system, and a new paragraph (f) 
(existing paragraph (f) is redesignated as 
paragraph (g)) to § 412.604 to be 
applicable to payments to IRFs for 
treating preadmission services as 
inpatient operating costs under the IRF 
PPS. 

In addition, we are making a technical 
correction to our existing regulation at 
§ 412.521(b)(1), which sets forth our 
policy under the LTCH PPS for what 
constitutes payment in full to providers 
for covered operating costs for inpatient 
services. This is a conforming change 
that is necessary to recognize the 
addition of § 412.540 described 
previously. Consequently, we are 
amending the cross-reference at 
§ 412.521(b) to read instead 
‘‘§ 412.2(c)(1) through (c)(4) of this Part 
and § 412.540.’’ This correction results 
in an accurate description of the policy 
under the LTCH PPS for determining 
Medicare payment in full for inpatient 
operating costs. 

Section 102(c) of Public Law 111–192 
also prohibits Medicare from reopening 
a claim, adjusting a claim, or making 
payments pursuant to any request for 
payment under Title XVIII, submitted 
by an entity (including a hospital or an 
entity wholly owned or operated by the 
hospital), for services (as described 
under section 102(c)(2) of Pub. L. 111– 
192) for purposes of treating, as 
unrelated to a patient’s inpatient 
admission, services provided during the 
3 days (or, in the case of a hospital that 
is not a subsection (d) hospital, during 
the 1 day) immediately preceding the 
date of the patient’s inpatient 
admission. Services described in section 
102(c)(2) of Public Law 111–192 are 
other services related to the admission 
which were previously included on a 
claim or request for payment submitted 
under Part A of Title XVIII for which a 
reopening, adjustment, or request for 
payment under Part B of Title XVIII, 
was not submitted prior to June 25, 2010 
for purposes of treating, as unrelated to 
a patient’s inpatient admission. 

For example, if a beneficiary 
presented with chest pain at the 
emergency department of a subsection 
(d) hospital on June 1, 2010, was 
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retained for observation until admitted 
as an inpatient on June 3, 2010 (with a 
principal diagnosis of myocardial 
infarction), was released from the 
hospital on June 7, 2010, and the 
hospital billed Medicare Part A on June 
10, 2010, for the beneficiary’s entire stay 
(bundling all of the outpatient charges 
and procedures on the inpatient stay 
bill), Medicare will make no payment to 
the hospital for any Part A adjustment 
claims submitted on or after June 25, 
2010, to remove unrelated outpatient 
nondiagnostic services, nor for any new 
Part B claims submitted on or after June 
25, 2010, to separately bill Medicare for 
unrelated outpatient nondiagnostic 
services, that the hospital had 
previously included on its June 10, 2010 
bill for services furnished to the 
beneficiary. 

In the near future, we also expect to 
update the instructions in the Medicare 
Claims Processing Manual, Chapter 3, 
section 40.3, to conform to the 
requirements of section 102 of Public 
Law 111–192. Even before the final 
regulations, instructions, and process 
for attesting to certain services as being 
unrelated to an admission are in place, 
hospitals are required by law to comply 
with the requirements of section 102 of 
Public Law 111–192. That is, hospitals 
must include on a Medicare claim for a 
beneficiary’s inpatient stay the 
diagnoses, procedures, and charges for 
all outpatient preadmission diagnostic 
services and all outpatient preadmission 
nondiagnostic services that meet the 
requirements of section 1886(a)(4) of the 
Act, as amended by section 102 of 
Public Law 111–192. If a hospital 
believes that outpatient nondiagnostic 
services provided during the first, 
second, and third calendar days (first 
calendar day for a nonsubsection (d) 
hospital) preceding the date of a 
beneficiary’s admission are unrelated to 
the inpatient admission, the hospital 
may separately bill for the service to 
Medicare Part B, provided that the 
hospital can document, and maintain 
such documentation as part of the 
beneficiary’s medical record to support 
its belief, that the service is unrelated to 
the admission. Such separately billed 
outpatient preadmission services may 
be subject to subsequent CMS review. 

5. Waiver of Notice of Proposed 
Rulemaking 

In section IV.M. of this document, we 
are implementing section 102 of Pub. L. 
111–192, which addresses Medicare 
payment for outpatient services 
provided prior to a Medicare 
beneficiary’s inpatient admission, 
through an interim final rule with 
comment period. We ordinarily publish 

a notice of proposed rulemaking in the 
Federal Register to provide for public 
comment before the provisions of a rule 
take effect, in accordance with section 
553(b) of the Administrative Procedure 
Act (APA) and section 1871 of the Act. 
This process may be waived, however, 
if an agency finds good cause that a 
notice and comment procedure is 
impracticable, unnecessary, or contrary 
to the public interest. In such cases, the 
agency must incorporate a statement of 
this finding and its reasons in the rule, 
or explain that the agency is 
promulgating interpretive rules, general 
statements of policy, or rules of agency 
procedure or practice outside the scope 
of notice and comment rulemaking. 

We believe that there is good cause to 
implement the requirements of section 
102 of Public Law 111–192 through an 
interim final rule with comment period. 
Notice and comment rulemaking would 
be unnecessary and contrary to the 
public interest in this case. The 
provisions of section 102 are self- 
implementing; we are conforming our 
regulations to specific statutory 
requirements contained in that section 
or that directly result from those 
statutory requirements and informing 
the public of the procedures and 
practices the agency will follow to 
ensure compliance with those statutory 
provisions. Moreover, section 102 of 
Public Law 111–192 was effective on 
June 25, 2010, and it is imperative that 
the regulatory provisions be set forth as 
soon as possible to deliver the guidance 
necessary for providers to comply with 
requirements that are already in place. 

In addition, the requirements of 
section 102 of Public Law 111–192 may 
be implemented as an interim final rule 
with comment period because they fall 
under the exception to notice and 
comment rulemaking contained in 
section 1871(b)(1)(B) of the Act. Section 
1871(b)(1)(B) of the Act provides that 
the Secretary is not required to issue a 
notice of proposed rulemaking before 
issuing a final rule if ‘‘a statute 
establishes a specific deadline for the 
implementation of a provision and the 
deadline is less than 150 days after the 
date of the enactment of the statute in 
which the deadline is contained.’’ 
Section 102 of Public Law 111–192 was 
effective on the date of enactment, 
thereby meeting this requirement. 

Section 553(d) of the APA and section 
1871(e)(1)(B)(i) of the Act ordinarily 
require that a regulation be effective no 
earlier than 30 days after publication. 
Under section 553(d)(3), this 
requirement can be waived for good 
cause, and under section 
1871(e)(1)(B)(ii) of the Act, this 
requirement can be waived if necessary 

to comply with statutory requirements, 
or if a delay is contrary to the public 
interest. As noted above, section 102 of 
Public Law 111–192 is required by 
statute to be in effect on the date of 
enactment. For the reasons identified 
above for waiving notice and comment 
procedures under the APA and the Act, 
we find good cause to waive the 30-day 
delay in effective date that would 
otherwise apply. 

In addition, 5 U.S.C. 801 generally 
requires that agencies submit major 
rules to the Congress 60 days before the 
rules are scheduled to become effective. 
This delay does not apply, however, 
when there has been a finding of good 
cause for waiver of prior notice and 
comment as set forth above. 

6. Collection of Information 
Requirements 

This document does not impose any 
new information collection and 
recordkeeping requirements. 
Consequently, it need not be reviewed 
by the Office of Management and 
Budget under the authority of the 
Paperwork Reduction Act of 1995. 

7. Response to Public Comments 
Because of the large number of public 

comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
public comments we receive by the date 
and time specified in the DATES section 
of this preamble, and, when we proceed 
with a subsequent document, we will 
respond to the comments in the 
preamble of that document. 

8. Regulatory Impact Analysis 
We have examined the impacts of this 

final rule as required by Executive 
Order 12866 (September 1993, 
Regulatory Planning and Review), the 
Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96–354), 
section 1102(b) of the Social Security 
Act, the Unfunded Mandates Reform 
Act of 1995 (Pub. L. 104–4), Executive 
Order 13132 on Federalism, and the 
Congressional Review Act (5 U.S.C. 
804(2)). 

Executive Order 12866 directs 
agencies to assess all costs and benefits 
of available regulatory alternatives and, 
if regulation is necessary, to select 
regulatory approaches that maximize 
net benefits (including potential 
economic, environmental, public health 
and safety effects, distributive impacts, 
and equity). A regulatory impact 
analysis (RIA) must be prepared for 
major rules with economically 
significant effects ($100 million or more 
in any 1 year). 
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As discussed earlier in this interim 
final rule with comment period, section 
1886(a)(4) of the Act defines the 
operating costs of inpatient hospital 
services to include diagnostic services 
(including clinical diagnostic laboratory 
tests) or other services related to the 
admission (as defined by the Secretary) 
furnished by the hospital (or by an 
entity that is wholly owned or wholly 
operated by the hospital) to the patient 
during the 3 days (or, in the case of a 
hospital that is not a subsection (d) 
hospital, during the 1 day) prior to the 
date of the patient’s admission to the 
hospital. This policy is generally known 
as the ‘‘3-day payment window.’’ Section 
102(a)(1) of Public Law 111–192, 
enacted June 25, 2010, added a 
provision to section 1886(a)(4) of the 
Act to specify that the term ‘‘other 
services related to the admission’’ 
includes ‘‘all services that are not 
diagnostic services (other than 
ambulance and maintenance renal 
dialysis services) for which payment 
may be made under this title [Title 
XVIII] that are provided by a hospital (or 
an entity wholly owned or wholly 
operated by the hospital) to a patient (A) 
on the date of the patient’s inpatient 
admission; or (B) during the 3 days (or, 
in the case of a hospital that is not a 
subsection (d) hospital, during the 
1 day) immediately preceding the date 
of admission unless the hospital 
demonstrates (in a form and manner, 
and at a time, specified by the Secretary) 
that such services are not related (as 
determined by the Secretary) to such 
admission.’’ Section 102(b) specifies that 
the amendments made by section 102(a) 
of Public Law 111–192 apply ‘‘to 
services furnished on or after the date of 
the enactment’’ (that is, June 25, 2010). 

The law makes no changes to the 
existing policy regarding billing of 
‘‘diagnostic services’’ furnished during 
this period, which are included in the 
‘‘operating costs of inpatient hospital 
services’’ pursuant to section 1886(a)(4) 
(which we discuss in our regulations 
and in section 40.3(B), Chapter 3, of the 
MCPM). All diagnostic services 
provided to a Medicare beneficiary by a 
hospital (or an entity wholly owned or 
operated by the hospital) on the date of 
the beneficiary’s inpatient admission 
and during the 3 calendar days 
(1 calendar day for a nonsubsection (d) 
hospital) immediately preceding the 
date of admission would continue to be 
required to be included on the bill for 
the inpatient stay. 

Section 102(c) of Public Law 111–192 
also prohibits Medicare from reopening 
a claim, adjusting a claim, or making 
payments pursuant to any request for 
payment under Title 18, submitted by 

an entity (including a hospital or an 
entity wholly owned or operated by the 
hospital), for services (as described in 
section 102(c)(2) of Public Law 111– 
192), for purposes of treating, as 
unrelated to a patient’s inpatient 
admission, services provided during the 
3 days (or, in the case of a hospital that 
is not a subsection (d) hospital, during 
the 1 day) immediately preceding the 
date of the patient’s inpatient 
admission. Services described in section 
102(c)(2) of Public Law 111–192 are 
other services related to the admission 
which were previously included on a 
claim or request for payment submitted 
under part A of Title 18 for which a 
reopening, adjustment, or request for 
payment under part B of Title 18, was 
not submitted prior to June 25, 2010 for 
purposes of treating the services as 
unrelated to a patient’s inpatient 
admission. 

We note that, in a final rule published 
on February 11, 1998 (63 FR 6864), we 
had defined ‘‘other services’’ as being 
‘‘related to the admission’’ only when 
there was an exact match (for all 5 
digits, if applicable) between the 
principal (or primary) ICD–9–CM 
diagnosis codes assigned for both the 
preadmission services (provided by the 
admitting hospital or by an entity that 
is wholly owned or operated by the 
admitting hospital) and the inpatient 
stay. If hospitals, prior to the June 25, 
2010 effective date of section 102 of 
Public Law 111–192, were applying the 
definition of ‘‘related’’ as adopted in that 
final rule, we estimate that the impact 
of the provisions of section 102 of 
Public Law 111–192, for FY 2011, 
would be a savings of approximately 
$2.6 billion to Medicare Part B, and the 
impact on Medicare Part A would be 
negligible. In addition, we estimate that 
the impact on beneficiaries would be a 
savings of about $0.5 billion for FY 
2011. However, we were informed by 
many hospitals, Medicare contractors, 
and others in the hospital community 
that the policy established in 1998 was 
generally unknown to hospitals and that 
the policy being enacted under section 
102(a) is more consistent with hospitals’ 
longstanding billing practices. The 
hospitals and others asserted that, for 
the most part, hospitals have been 
treating virtually all outpatient services 
furnished to a patient during the 
payment window as admission-related 
and bundling the services onto the Part 
A claim for the patient’s inpatient stay, 
particularly when a patient is admitted 
as an inpatient directly from an 
outpatient department of the hospital, 
such as the emergency department. If 
this assertion is correct, then the impact 

of the provisions of section 102 of 
Public Law 111–192 for FY 2011 on the 
Medicare program and its beneficiaries 
would be negligible. 

In addition, section 1102(b) of the Act 
requires us to prepare a regulatory 
impact analysis for any proposed or 
final rule that may have a significant 
impact on the operations of a substantial 
number of small rural hospitals. This 
analysis must conform to the provisions 
of section 604 of the RFA. With the 
exception of hospitals located in certain 
New England counties, for purposes of 
section 1102(b) of the Act, we now 
define a small rural hospital as a 
hospital that is located outside of an 
urban area and has fewer than 100 beds. 
Section 601(g) of the Social Security 
Amendments of 1983 (Pub. L. 98–21) 
designated hospitals in certain New 
England counties as belonging to the 
adjacent urban area. Thus, for purposes 
of the IPPS and LTCH PPS, we continue 
to classify these hospitals as urban 
hospitals. We believe that this rule will 
not have a significant impact on small 
rural hospitals. Accordingly, the 
Secretary certifies that this interim final 
rule with comment period would not 
have a significant economic impact on 
the operations of a substantial number 
of small rural hospitals. 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (Pub. L. 
104–4) also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. That threshold 
level is currently approximately $133 
million. This interim final rule with 
comment period would not mandate 
any requirements for State, local, or 
tribal governments, nor would it affect 
private sector costs. 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on State and local 
governments, preempts State law, or 
otherwise has Federalism implications. 
Because this interim final rule with 
comment period does not impose any 
costs on State or local government, the 
requirements of Executive Order 13132 
are not applicable. 

In accordance with the provisions of 
Executive Order 12866, this interim 
final rule with comment period was 
reviewed by the Office of Management 
and Budget. 
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N. Changes in the Inpatient Hospital 
Market Basket Update 

Below we discuss the adjustments to 
the FY 2010 and FY 2011 market basket 
as required by the Affordable Care Act 
and our incorporation of the statutory 
provisions in the Medicare regulations. 
In this final rule, we are not addressing 
the provisions of section 3401 of the 
Affordable Care Act that provide for a 
productivity adjustment for FY 2012 
and subsequent fiscal years. This 
statutory change will be addressed in 
future rulemaking. 

1. FY 2010 Inpatient Hospital Update 

In accordance with section 
1886(b)(3)(B)(i) of the Act, each year we 
update the national standardized 
amount for inpatient operating costs by 
a factor called the ‘‘applicable 
percentage increase.’’ Prior to enactment 
of the Affordable Care Act, section 
1886(b)(3)(B)(i)(XX) of the Act set the 
applicable percentage increase equal to 
the rate-of-increase in the hospital 
market basket for IPPS hospitals in all 
areas, subject to the hospital submitting 
quality data information under rules 
established by the Secretary in 
accordance with section 
1886(b)(3)(B)(viii) of the Act. For 
hospitals that do not provide these 
quality data, the update is equal to the 
market basket percentage increase less 
an additional 2.0 percentage points. In 
accordance with these statutory 
provisions, in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43850), we finalized an applicable 
percentage increase equal to the full 
market basket update of 2.1 percent 
based on IHS Global Insight, Inc.’s 
second quarter 2009 forecast of the FY 
2010 market basket increase, provided 
the hospital submits quality data in 
accordance with our rules. For hospitals 
that do not submit quality data, in the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule, we finalized an applicable 
percentage increase equal to 0.1 percent 
(that is, the FY 2010 estimate of the 
market basket rate-of-increase minus 2.0 
percentage points). 

Sections 3401(a) and 10319 of the 
Affordable Care Act amended section 
1886(b)(3)(B)(i) of the Act. As amended, 
section 1886(b)(3)(B)(i) sets the FY 2010 
applicable percentage increase for IPPS 
hospitals equal to the rate-of-increase in 
the hospital market basket for IPPS 
hospitals in all areas minus a 0.25 
percentage point, subject to the hospital 
submitting quality data under rules 
established by the Secretary in 
accordance with section 
1886(b)(3)(B)(viii) of the Act. For 
hospitals that do not provide these data, 

the update is equal to the market basket 
percentage increase minus 0.25 
percentage point less an additional 2.0 
percentage points. Section 3401(a)(4) of 
the Affordable Care Act further states 
that these amendments may result in the 
applicable percentage increase being 
less than zero. Although these 
amendments modify the applicable 
percentage increase applicable to the FY 
2010 rates under the IPPS, section 
3401(p) of the Affordable Care Act states 
that the amendments do not apply to 
discharges occurring prior to April 1, 
2010. In other words, for discharges 
occurring on or after October 1, 2009 
and prior to April 1, 2010, the rate for 
a hospital’s inpatient operating costs 
under the IPPS will be based on the 
applicable percentage increase set forth 
in the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule. 

In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 
30922), we proposed to revise the 
regulations at 42 CFR 412.64(d) to 
reflect current law. Specifically, in 
accordance with section 1886(b)(3)(B)(i) 
of the Act as amended by sections 
3401(a) and 10319(a) of the Affordable 
Care Act, we proposed to revise 
§ 412.64(d) to state that, for the first half 
of FY 2010 (that is, discharges on or 
after October 1, 2009 through March 30, 
2010), the applicable percentage change 
equals the market basket index for IPPS 
hospitals (which is defined under 
§ 413.40(a)) in all areas for hospitals that 
submit quality data in accordance with 
our rules, and the market basket index 
for IPPS hospitals in all areas less 2.0 
percentage points for hospitals that fail 
to submit quality data in accordance 
with our rules. As noted above, in the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule, we calculated that the full market 
basket update equals 2.1 percent based 
on IHS Global Insight, Inc.’s second 
quarter 2009 forecast of the FY 2010 
market basket increase. In addition, in 
the supplemental proposed rule, we 
proposed to revise § 412.64(d) to state 
that, for the second half of FY 2010 
(discharges on or after April 1, 2010 
through September 30, 2010), in 
accordance with section 3401(a) of the 
Affordable Care Act, the applicable 
percentage change equal to the market 
basket index for IPPS hospitals in all 
areas reduced by 0.25 percentage points 
for hospitals that submit quality data in 
accordance with our rules. For those 
hospitals that fail to submit quality data, 
in accordance with our rules, we 
proposed to specify that the market 
basket index for IPPS hospitals is 
reduced by an additional 2.0 percentage 
points (which is in addition to the 0.25 

percentage point reduction required by 
section 1886(b)(3)(B)(i) of the Act as 
amended by section 3401(a) of the 
Affordable Care Act and as further 
amended by section 10319(a) of that 
Act). Based on IHS Global Insight, Inc.’s 
second quarter 2009 forecast of the FY 
2010 market basket increase, the FY 
2010 applicable percentage change that 
applies to rates for inpatient hospital 
operating costs under the IPPS for 
discharges occurring in the second half 
of FY 2010 is 1.85 percent (that is, the 
FY 2010 estimate of the market basket 
rate-of-increase of 2.1 percent minus 
0.25 percentage points) for hospitals in 
all areas, provided the hospital submits 
quality data in accordance with our 
rules. For hospitals that do not submit 
quality data, the payment update to the 
operating standardized amount is ¥0.15 
percent (that is, the adjusted FY 2010 
estimate of the market basket rate-of- 
increase of 1.85 percent minus 2.0 
percentage points). We received one 
public comment which we respond to 
below on our proposal to revise 
§ 412.64(d) to reflect current law. 
However, due to the statutory 
requirement, in this final rule, we are 
adopting as final, without modification, 
the proposed changes to § 412.64(d). 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the applicable percentage 
increase applicable to the hospital- 
specific rates for SCHs and MDHs 
equals the applicable percentage 
increase set forth in section 
1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other 
hospitals subject to the IPPS). Because 
the Act sets the update factor for SCHs 
and MDHs equal to the update factor for 
all other IPPS hospitals, the update to 
the hospital specific rates for SCHs and 
MDHs is also subject to the amendments 
to section 1886(b)(3)(B)(i) made by 
section 3401(a) of the Affordable Care 
Act. Accordingly, for hospitals paid for 
their inpatient operating costs on the 
basis of a hospital-specific rate, the rates 
paid to such hospitals for discharges 
occurring during the first half of FY 
2010 are based on an annual update 
estimated to be 2.1 percent for hospitals 
submitting quality data or 0.1 percent 
for hospitals that fail to submit quality 
data; and the rates paid to such 
hospitals for the second half of FY 2010 
are based on an update that is estimated 
to be 1.85 percent for hospitals 
submitting quality data or ¥0.15 
percent for hospitals that fail to submit 
quality data. In the FY 2011 IPPS/LTCH 
PPS supplemental proposed rule, we 
proposed to revise §§ 412.73(c)(15), 
412.75(d), 412.77(e), 412.78(e), and 
412.79(d) to reflect current law. We did 
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not receive any public comments on this 
proposal. Therefore, in this final rule, 
we are adopting as final, without 
modification, the proposed changes to 
§§ 412.73(c)(15), 412.75(d), 412.77(e), 
412.78(e), and 412.79(d). 

2. FY 2011 Inpatient Hospital Update 
As with the FY 2010 applicable 

percentage increase, sections 3401(a) 
and 10319(a) of the Affordable Care Act 
amended section 1886(b)(3)(B)(i) of the 
Act to provide that the FY 2011 
applicable percentage increase for IPPS 
hospitals equals the rate-of-increase in 
the hospital market basket for IPPS 
hospitals in all areas reduced by 0.25 
percentage point, subject to the hospital 
submitting quality data under rules 
established by the Secretary in 
accordance with section 
1886(b)(3)(B)(viii) of the Act. For 
hospitals that do not provide these data, 
the update is equal to the market basket 
percentage increase minus a 0.25 
percentage point less an additional 2.0 
percentage points. Section 3401(a)(4) of 
the Affordable Care Act further states 
that this amendment may result in the 
applicable percentage increase being 
less than zero. 

In Appendix B of the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24321), 
we announced that due to the timing of 
the passage of the Affordable Care Act, 
we were unable to address those 
provisions in the proposed rule. In that 
proposed rule, consistent with current 
law, based on IHS Global Insight, Inc.’s 
first quarter 2010 forecast, with 
historical data through the 2009 fourth 
quarter, of the FY 2011 IPPS market 
basket increase, we estimated that the 
FY 2011 update to the operating 
standardized amount would be 2.4 
percent (that is, the current estimate of 
the market basket rate-of-increase) for 
hospitals in all areas, provided the 
hospital submits quality data in 
accordance with our rules. For hospitals 
that do not submit quality data, we 
estimated that the update to the 
operating standardized amount would 
be 0.4 percent (that is, the current 
estimate of the market basket rate-of- 
increase minus 2.0 percentage points). 
In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 
30923), we stated that, consistent with 
the amendments to section 
1886(b)(3)(B)(i) of the Act made by 
section 3401 of the Affordable Care Act, 
for FY 2011 we are required to reduce 
the hospital market basket update by a 
0.25 percentage point. Therefore, based 
on IHS Global Insight, Inc.’s first quarter 
2010 forecast of the FY 2011 market 
basket increase, the estimated update to 
the FY 2011 operating standardized 

amount was 2.15 percent (that is, the FY 
2011 estimate of the market basket rate- 
of-increase of 2.4 percent minus 0.25 
percentage point) for hospitals in all 
areas, provided the hospital submits 
quality data in accordance with our 
rules. For hospitals that do not submit 
quality data, the estimated update to the 
operating standardized amount is 0.15 
percent (that is, the adjusted FY 2011 
estimate of the market basket rate-of- 
increase of 2.15 percent minus 2.0 
percentage points). Since publication of 
the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule, our 
estimate of the market basket for FY 
2011 has been updated based on more 
recently available data. Therefore, based 
on IHS Global Insight, Inc.’s second 
quarter 2010 forecast of the FY 2011 
market basket increase, the update to 
the FY 2011 operating standardized 
amount is 2.35 percent (that is, the FY 
2011 estimate of the market basket rate- 
of-increase of 2.6 percent minus 0.25 
percentage point) for hospitals in all 
areas, provided the hospital submits 
quality data in accordance with our 
rules. For hospitals that do not submit 
quality data, the update to the operating 
standardized amount is 0.35 percent 
(that is, the adjusted FY 2011 market 
basket rate-of-increase of 2.35 percent 
minus 2.0 percentage points). In the FY 
2011 IPPS/LTCH PPS supplemental 
proposed rule, we proposed to revise 
§ 412.64(d) to reflect the provisions of 
section 3401(a) of the Affordable Care 
Act for FY 2011. 

Comment: Some commenters opposed 
the reduction to the market basket by 
0.25 percentage point for updating the 
operating standardized amounts for FY 
2010 and FY 2011 that was mandated by 
the Affordable Care Act. The 
commenters believed that the reduction 
of payments due to the reduction of the 
market basket would cause serious harm 
to hospitals. 

Response: As stated above, the 
reduction to the market basket for 
updating the operating standardized 
amounts is a statutory requirement that 
must be implemented for FY 2010 and 
FY 2011. Therefore, in this final rule, 
we are adopting as final, without 
modification, the proposed changes to 
§ 412.64(d) to reflect current law. 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the FY 2011 applicable 
percentage increase in the hospital- 
specific rates for SCHs and MDHs 
equals the applicable percentage 
increase set forth in section 
1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other 
hospitals subject to the IPPS). Similar to 
the FY 2010 applicable percentage 
increase in the hospital-specific rates, 

because the Act requires us to apply to 
the hospital-specific rates the update 
factor for all other IPPS hospitals, the 
update to the hospital-specific rates for 
SCHs and MDHs is also subject to 
section 1886(b)(3)(B)(i) of the Act, as 
amended by the Affordable Care Act. 
Accordingly, the update to the hospital- 
specific rates applicable to SCHs and 
MDHs for FY 2011 is 2.35 percent for 
hospitals that submit quality data or 
0.35 percent for hospitals that fail to 
submit quality data. In the FY 2010 
IPPS/LTCH PPS supplemental proposed 
rule (75 FR 30923), we proposed to 
revise §§ 412.73(c)(15), 412.75(d), 
412.77(e), 412.78(e), and 412.79(d) to 
incorporate these provisions. 

We did not receive any public 
comments on this proposal. Therefore, 
we are adopting as final, without 
modification, the proposed changes to 
§§ 412.73(c)(15), 412.75(d), 412.77(e), 
412.78(e), and 412.79(d). 

3. FY 2010 and FY 2011 Puerto Rico 
Hospital Update 

Puerto Rico hospitals are paid a 
blended rate for their inpatient 
operating costs based on 75 percent of 
the national standardized amount and 
25 percent of the Puerto Rico-specific 
standardized amount. Section 
1886(d)(9)(C)(i) of the Act is the basis 
for determining the applicable 
percentage increase applied to the 
Puerto Rico-specific standardized 
amount. Section 1886(d)(9)(C)(i) of the 
Act provides that the Puerto Rico 
standardized amount shall be adjusted 
in accordance with the final 
determination of the Secretary under 
section 1886(d)(4) of the Act. Section 
1886(e)(4)(1) of the Act in turn directs 
the Secretary to recommend an 
appropriate change factor for Puerto 
Rico hospitals taking in to account 
amounts necessary for the efficient and 
effective delivery of medically 
appropriate and necessary care of high 
quality, as well as the recommendations 
of MedPAC. In order to maintain 
consistency between the portion of the 
rates paid to Puerto Rico hospitals 
under the IPPS based on the national 
standardized amount and the portion 
based on the Puerto Rico-specific 
standardized rate, beginning in FY 2004 
we have set the update to the Puerto 
Rico-specific operating standardized 
amount equal to the update to the 
national operating standardized amount 
for all IPPS hospitals. This policy is 
reflected in our regulations at 42 CFR 
412.211. 

The amendments made to section 
1886(b)(3)(B)(i) of the Act by sections 
3401(a) and 10319(a) of the Affordable 
Care Act affected only the update factor 
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applicable to the national standardized 
rate for IPPS hospitals and the hospital- 
specific rates; they do not mandate any 
revisions to the update factor applicable 
to the Puerto Rico-specific standardized 
amount. Rather, as noted above, sections 
1886(d)(9)(C)(i) and (e)(4) of the Act 
direct us to adopt an appropriate change 
factor for the FY 2010 Puerto Rico- 
specific standardized amount, which we 
did in the FY 2010 IPPS/LTCH PPS final 
rule after notice and consideration of 
public comments. Therefore, as we 
indicated in the FY 2011 IPPS/LTCH 
PPS supplemental proposed rule, we do 
not believe we have the authority to set 
the FY 2010 update factor for the Puerto 
Rico-specific operating standardized 
amount for the second half of FY 2010 
equal to the update factor applicable to 
the national standardized amount or the 
hospital-specific rates (that is the market 
basket minus a 0.25 percentage point). 
Accordingly, the FY 2010 update to the 
Puerto Rico-specific operating 
standardized amount is 2.1 percent (that 
is, the FY 2010 estimate of the market 
basket rate-of-increase) for the entire 
FY 2010. 

For FY 2011, consistent with our past 
practice of applying the same update 
factor to the Puerto Rico-specific 
standardized amount as applied to the 
national standardized amount, in the FY 
2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30923), we 
proposed to revise § 412.211(c) to set the 
update factor for FY 2011 for the Puerto 
Rico-specific operating standardized 
amount equal to the update factor 
applied to the national standardized 
amount for all IPPS hospitals. We 
proposed an update factor for the Puerto 
Rico-specific standardized amount 
equal to the FY 2011 IPPS operating 
market basket rate-of-increase, which at 
that time was estimated to be 2.4 
percent minus 0.25 percentage points, 
or 2.15 percent, for FY 2011. Since 
publication of the FY 2011 IPPS/LTCH 
PPS supplemental proposed rule, the 
estimate of the market basket for FY 
2011 has been updated based on more 
recently available data. Therefore, based 
on the current estimate of the IPPS 
operating market basket rate-of-increase, 
the update factor for the Puerto Rico- 
specific standardized amount is 2.6 
percent minus 0.25 percentage point, or 
2.35 percent, for FY 2011. We did not 
receive any public comments on our 
proposal to revise § 412.211(c) to set the 
update factor for FY 2011 for the Puerto 
Rico-specific operating standardized 
amount equal to the update factor 
applied to the national standardized 
amount for all IPPS hospitals. Therefore, 
we are adopting as final, without 

modification, the proposed changes to 
§ 412.211(c). 

V. Changes to the IPPS for Capital- 
Related Costs 

On March 23, 2010, the Patient 
Protection and Affordable Care Act 
(PPACA), Public Law 111–148 was 
enacted. Following the enactment of 
Public Law 111–148, the Health Care 
and Education Reconciliation Act of 
2010, Public Law 111–152 (enacted on 
March 30, 2010), amended certain 
provisions of Public Law 111–148. A 
number of the provisions of Public Law 
111–148, as amended by Public Law 
111–152 (collectively referred to as the 
Affordable Care Act) affected the IPPS 
and the LTCH PPS and the providers 
and suppliers addressed in this 
proposed rule. However, due to the 
timing of the passage of the legislation, 
we were unable to address those 
provisions in the FY 2011 IPPS/LTCH 
PPS proposed rule issued in the Federal 
Register on May 4, 2010 (75 FR 23852). 
On June 2, 2010, we issued a 
supplemental proposed rule to the FY 
2011 IPPS/LTCH PPS proposed rule 
(75 FR 30918) that included proposed 
policies and payment rates to 
implement certain provisions of the 
Affordable Care Act. 

Although the provisions of the 
Affordable Care Act do not directly 
affect the payment rates and policies for 
the IPPS for capital-related costs, in 
section II. of the Addendum of the June 
2, 2010 supplemental proposed rule, we 
proposed revised capital IPPS standard 
Federal rates for FY 2011. This was 
necessary because the wage index 
changes required by the provisions of 
the Affordable Care Act (discussed in 
section III. of this preamble) affected the 
proposed budget neutrality adjustment 
factor for changes in DRG classifications 
and weights and the geographic 
adjustment factor (GAF) (that were 
issued in the FY 2011 IPPS/LTCH PPS 
proposed rule) because the GAF values 
are derived from the wage index values 
(§ 412.316(a)). In addition, certain 
provisions of the Affordable Care Act 
also necessitated a revision to the 
proposed outlier payment adjustment 
factor that were issued in the FY 2011 
IPPS/LTCH PPS proposed rule because 
a single set of thresholds is used to 
identify outlier cases for both inpatient 
operating and inpatient capital-related 
payments (§ 412.312(c)). The outlier 
thresholds are set so that operating 
outlier payments are projected to be 
5.1 percent of total operating IPPS DRG 
payments. Section 412.308(c)(2) 
provides that the standard Federal rate 
for inpatient capital-related costs be 
reduced by an adjustment factor equal 

to the estimated proportion of capital- 
related outlier payments to total 
inpatient capital-related PPS payments. 
The revised proposed capital IPPS 
standard Federal rates for FY 2011 were 
discussed in section II. of the 
Addendum to the June 2, 2010 
supplemental proposed rule and are 
discussed and being finalized in section 
III. of the Addendum to this final rule. 

A. Overview 
Section 1886(g) of the Act requires the 

Secretary to pay for the capital-related 
costs of inpatient acute hospital services 
‘‘in accordance with a prospective 
payment system established by the 
Secretary.’’ Under the statute, the 
Secretary has broad authority in 
establishing and implementing the IPPS 
for acute care hospital inpatient capital- 
related costs. We initially implemented 
the IPPS for capital-related costs in the 
Federal fiscal year (FY) 1992 IPPS final 
rule (56 FR 43358), in which we 
established a 10-year transition period 
to change the payment methodology for 
Medicare hospital inpatient capital- 
related costs from a reasonable cost- 
based methodology to a prospective 
methodology (based fully on the Federal 
rate). 

FY 2001 was the last year of the 
10-year transition period established to 
phase in the IPPS for hospital inpatient 
capital-related costs. For cost reporting 
periods beginning in FY 2002, capital 
IPPS payments are based solely on the 
Federal rate for almost all acute care 
hospitals (other than hospitals receiving 
certain exception payments and certain 
new hospitals). (We refer readers to the 
FY 2002 IPPS final rule (66 FR 39910 
through 39914) for additional 
information on the methodology used to 
determine capital IPPS payments to 
hospitals both during and after the 
transition period.) The basic 
methodology for determining capital 
prospective payments using the Federal 
rate is set forth in § 412.312 of the 
regulations. For the purpose of 
calculating payments for each discharge, 
currently the standard Federal rate is 
adjusted as follows: 

(Standard Federal Rate) × (DRG 
Weight) × (Geographic Adjustment 
Factor (GAF)) × (COLA for hospitals 
located in Alaska and Hawaii) × (1 + 
Capital DSH Adjustment Factor + 
Capital IME Adjustment Factor, if 
applicable). 

B. Exception Payments 
The regulations at § 412.348(f) 

provide that a hospital may request an 
additional payment if the hospital 
incurs unanticipated capital 
expenditures in excess of $5 million due 
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to extraordinary circumstances beyond 
the hospital’s control. This policy was 
originally established for hospitals 
during the 10-year transition period, but 
as we discussed in the FY 2003 IPPS 
final rule (67 FR 50102), we revised the 
regulations at § 412.312 to specify that 
payments for extraordinary 
circumstances are also made for cost 
reporting periods after the transition 
period (that is, cost reporting periods 
beginning on or after October 1, 2001). 
Additional information on the exception 
payment for extraordinary 
circumstances in § 412.348(f) can be 
found in the FY 2005 IPPS final rule (69 
FR 49185 and 49186). 

During the transition period, under 
§§ 412.348(b) through (e), eligible 
hospitals could receive regular 
exception payments. These exception 
payments guaranteed a hospital a 
minimum payment percentage of its 
Medicare allowable capital-related costs 
depending on the class of the hospital 
(§ 412.348(c)), but were available only 
during the 10-year transition period. 
After the end of the transition period, 
eligible hospitals can no longer receive 
this exception payment. However, even 
after the transition period, eligible 
hospitals receive additional payments 
under the special exceptions provisions 
at § 412.348(g), which guarantees all 
eligible hospitals a minimum payment 
of 70 percent of its Medicare allowable 
capital-related costs provided that 
special exceptions payments do not 
exceed 10 percent of total capital IPPS 
payments. Special exceptions payments 
may be made only for the 10 years from 
the cost reporting year in which the 
hospital completes its qualifying 
project, and the hospital must have 
completed the project no later than the 
hospital’s cost reporting period 
beginning before October 1, 2001. Thus, 
an eligible hospital may receive special 
exceptions payments for up to 10 years 
beyond the end of the capital IPPS 
transition period. Hospitals eligible for 
special exceptions payments are 
required to submit documentation to the 
fiscal intermediary or MAC indicating 
the completion date of their project. (For 
more detailed information regarding the 
special exceptions policy under 
§ 412.348(g), we refer readers to the FY 
2002 IPPS final rule (66 FR 39911 
through 39914) and the FY 2003 IPPS 
final rule (67 FR 50102).) 

C. New Hospitals 
Under the IPPS for capital-related 

costs, § 412.300(b) of the regulations 
defines a new hospital as a hospital that 
has operated (under current or previous 
ownership) for less than 2 years. For 
example, the following hospitals are not 

considered new hospitals: (1) A hospital 
that builds new or replacement facilities 
at the same or another location, even if 
coincidental with a change of 
ownership, a change in management, or 
a lease arrangement; (2) a hospital that 
closes and subsequently reopens; (3) a 
hospital that has been in operation for 
more than 2 years but has participated 
in the Medicare program for less than 2 
years; and (4) a hospital that changes its 
status from a hospital that is excluded 
from the IPPS to a hospital that is 
subject to the capital IPPS. For more 
detailed information, we refer readers to 
the FY 1992 IPPS final rule (56 FR 
43418). During the 10-year transition 
period, a new hospital was exempt from 
the capital IPPS for its first 2 years of 
operation and was paid 85 percent of its 
reasonable costs during that period. 
Originally, this provision was effective 
only through the transition period and, 
therefore, ended with cost reporting 
periods beginning in FY 2002. Because, 
as discussed in the FY 2003 IPPS final 
rule (67 FR 50101), we believe that 
special protection to new hospitals is 
also appropriate even after the transition 
period, we revised the regulations at 
§ 412.304(c)(2) to provide that, for cost 
reporting periods beginning on or after 
October 1, 2002, a new hospital (defined 
under § 412.300(b)) is paid 85 percent of 
its Medicare allowable capital-related 
costs through its first 2 years of 
operation, unless the new hospital 
elects to receive full prospective 
payment based on 100 percent of the 
Federal rate. (We refer readers to the FY 
2003 IPPS final rule (67 FR 50101 
through 50102) for a detailed discussion 
of the special payment provisions for 
new hospitals under the capital IPPS 
after the 10-year transition period.) 

D. Hospitals Located in Puerto Rico 
Section 412.374 of the regulations 

provides for the use of a blended 
payment amount for prospective 
payments for capital-related costs to 
hospitals located in Puerto Rico. 
Accordingly, under the capital IPPS, we 
compute a separate payment rate 
specific to Puerto Rico hospitals using 
the same methodology used to compute 
the national Federal rate for capital- 
related costs. In general, hospitals 
located in Puerto Rico are paid a blend 
of the applicable capital IPPS Puerto 
Rico rate and the applicable capital IPPS 
Federal rate. 

Prior to FY 1998, hospitals in Puerto 
Rico were paid a blended capital IPPS 
rate that consisted of 75 percent of the 
capital IPPS Puerto Rico specific rate 
and 25 percent of the capital IPPS 
Federal rate. However, effective October 
1, 1997 (FY 1998), in conjunction with 

the change to the operating IPPS blend 
percentage for hospitals located in 
Puerto Rico required by section 4406 of 
Public Law 105–33, we revised the 
methodology for computing capital IPPS 
payments to hospitals in Puerto Rico to 
be based on a blend of 50 percent of the 
capital IPPS Puerto Rico rate and 50 
percent of the capital IPPS Federal rate. 
Similarly, in conjunction with the 
change in operating IPPS payments to 
hospitals located in Puerto Rico for FY 
2005 required by section 504 of Public 
Law 108–173, we again revised the 
methodology for computing capital IPPS 
payments to hospitals located in Puerto 
Rico to be based on a blend of 25 
percent of the capital IPPS Puerto Rico 
rate and 75 percent of the capital IPPS 
Federal rate effective for discharges 
occurring on or after October 1, 2004. 

E. Changes for FY 2011: MS–DRG 
Documentation and Coding Adjustment 

1. Background on the Prospective MS– 
DRG Documentation and Coding 
Adjustments for FY 2008 and FY 2009 

In the FY 2008 IPPS final rule with 
comment period (72 FR 47175 through 
47186), we adopted the MS–DRG 
patient classification system for the 
IPPS, effective October 1, 2007, to better 
recognize patient severity of illness in 
Medicare payment rates. Adoption of 
the MS–DRGs resulted in the expansion 
of the number of DRGs from 538 in FY 
2007 to 745 in FY 2008. (Currently, 
there are 746 MS–DRGs, including one 
additional MS–DRG created in FY 2009. 
For FY 2011, there are 747 DRGs with 
the finalization of our proposal in this 
final rule to delete one MS–DRG and to 
create two new MS–DRGs.) By 
increasing the number of DRGs and 
more fully taking into account patient 
severity of illness in Medicare payment 
rates, the MS–DRGs encourage hospitals 
to change their documentation and 
coding of patient diagnoses. In that 
same final rule with comment period 
(72 FR 47183), we indicated that we 
believe the adoption of the MS–DRGs 
had the potential to lead to increases in 
aggregate payments without a 
corresponding increase in actual patient 
severity of illness due to the incentives 
for changes in documentation and 
coding. Accordingly, we established 
adjustments to both the national 
operating standardized amount and the 
national capital Federal rate to eliminate 
the estimated effect of changes in 
documentation and coding resulting 
from the adoption of the MS–DRGs that 
do not reflect real changes in case-mix. 
Specifically, we established prospective 
documentation and coding adjustments 
of ¥1.2 percent for FY 2008, ¥1.8 
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percent for FY 2009, and ¥1.8 percent 
for FY 2010. However, to comply with 
section 7(a) of Public Law 110–90, 
enacted on September 29, 2007, in a 
final rule published in the Federal 
Register on November 27, 2007 (72 FR 
66886 through 66888), we modified the 
documentation and coding adjustment 
for FY 2008 to ¥0.6 percent, and 
consequently revised the FY 2008 IPPS 
operating and capital payment rates, 
factors, and thresholds accordingly, 
with these revisions effective October 1, 
2007. 

For FY 2009, section 7(a) of Public 
Law 110–90 required a documentation 
and coding adjustment of ¥0.9 percent 
instead of the ¥1.8 percent adjustment 
established in the FY 2008 IPPS final 
rule with comment period. As discussed 
in the FY 2008 IPPS final rule with 
comment period (72 FR 48447 and 
48733 through 48774), we applied a 
documentation and coding adjustment 
of 7¥0.9 percent to the FY 2009 IPPS 
national standardized amounts and the 
capital Federal rate. The documentation 
and coding adjustments established in 
the FY 2009 IPPS final rule, as amended 
by Pub. L. 110–90, are cumulative. As 
a result, the ¥0.9 percent 
documentation and coding adjustment 
in FY 2009 was in addition to the ¥0.6 
percent adjustment in FY 2008, yielding 
a combined effect of ¥1.5 percent. (For 
additional details on the development 
and implementation of the 
documentation and coding adjustments 
for FY 2008 and FY 2009, we refer 
readers to section II.D. of this preamble 
and the following rules published in the 
Federal Register: August 22, 2007 (72 
FR 47175 through 47186 and 47431 
through 47432); November 27, 2007 (72 
FR 66886 through 66888); and August 
19, 2008 (73 FR 48447 through 48450 
and 48773 through 48775).) 

2. Retrospective Evaluation of FY 2008 
Claims Data 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule, we presented the 
results of a retrospective evaluation of 
the FY 2008 data for claims paid 
through December 2008. Based on this 
evaluation, our actuaries determined 
that implementation of the MS–DRG 
system resulted in a 2.5 percent change 
due to documentation and coding that 
did not reflect real changes in case-mix 
for discharges occurring during FY 2008 
(74 FR 24092 through 24101). We also 
sought public comment on our 
methodology and analysis and the 
proposed ¥1.9 percent prospective 
adjustment to address the effect of 
documentation and coding changes 
unrelated to changes in real case-mix in 
FY 2008 (that is, the estimated ¥2.5 

percent documentation and coding 
effect for FY 2008 minus the ¥0.6 
percent documentation and coding 
adjustment that was applied to the 
national capital Federal rate for FY 
2008). In addition, we sought public 
comment on addressing in the FY 2011 
rulemaking cycle any differences 
between the increase in FY 2009 case- 
mix due to documentation and coding 
changes that do not reflect real changes 
in case-mix for discharges occurring 
during FY 2009 and the ¥0.9 percent 
prospective documentation and coding 
adjustment applied in determining the 
FY 2009 capital Federal rate established 
in the FY 2009 IPPS final rule. However, 
after consideration of the public 
comments received on the FY 2010 
IPPS/RY 2010 LTCH PPS proposed rule, 
consistent with the application of the 
documentation and coding adjustment 
to the operating IPPS standardized 
amounts, we determined that it would 
be appropriate to postpone the adoption 
of any additional documentation and 
coding adjustments to the capital IPPS 
rates until a full analysis of FY 2009 
case-mix changes could be completed. 
We stated that although we only 
proposed to make a ¥1.9 percent 
adjustment to account for the portion of 
the estimated 2.5 percent change in FY 
2008 case-mix due to documentation 
and coding changes that exceeds the 
¥0.6 percent prospective 
documentation and coding adjustment 
applied to the FY 2008 capital Federal 
rate (that is, ¥2.5 percent minus ¥0.6 
percent = ¥1.9 percent), our then 
current estimate of the MS–DRG 
documentation and coding effect for FY 
2009 was 2.3 percent (that is, the 4.8 
percent total increase minus the 2.5 
percent increase from FY 2008). We 
indicated that if the estimated 
documentation and coding effect 
determined based on a full analysis of 
FY 2009 claims data is more or less than 
our then current estimates, it would 
change the anticipated cumulative 
adjustments that we then estimated we 
would have to make for FY 2008 and FY 
2009 combined. We indicated that, in 
future rulemaking, we would consider 
applying a prospective documentation 
and coding adjustment to the capital 
IPPS rates based on a complete analysis 
of FY 2008 and FY 2009 claims data (74 
FR 43926 through 43928). 

3. Retrospective Analysis of FY 2009 
Claims Data 

For the FY 2011 IPPS/LTCH PPS 
proposed rule, we performed a thorough 
retrospective evaluation of the most 
recent available claims data, and the 
results of this evaluation were used by 
our actuaries to determine any 

necessary payment adjustments beyond 
the cumulative ¥1.5 percent adjustment 
that has already been applied to the 
national capital Federal rate to ensure 
budget neutrality for the 
implementation of MS–DRGs (75 FR 
24014). Specifically, as discussed in 
greater detail in section II.D.5. of the 
preamble of the proposed rule and this 
final rule, we performed a retrospective 
evaluation of the FY 2009 claims data 
updated through December 2009 using 
the same analysis methodology as we 
did for FY 2008 claims in the FY 2010 
IPPS/RY 2010 LTCH PPS proposed and 
final rules. Based on this evaluation, our 
actuaries determined that the 
implementation of the MS–DRG system 
resulted in a 5.4 percent change in case- 
mix due to documentation and coding 
that did not reflect real changes in case- 
mix for discharges occurring during FY 
2009. We also noted our intent to 
update our analysis with FY 2009 data 
on claims paid through March 2009 (sic) 
for this FY 2011 IPPS/LTCH PPS final 
rule. (We note that the March 2009 
update date for claims paid data in the 
proposed rule should have been March 
2010.) As intended, we have updated 
our analysis with FY 2009 data on 
claims paid through March 2010 in this 
FY 2011 IPPS/LTCH PPS final rule. 

For this final rule, applying the same 
analysis methodology as we did for the 
proposed rule to an FY 2009 claims data 
updated through March 2010 verified 
the 5.4 percent change in case-mix due 
to documentation and coding that did 
not reflect real changes in case-mix for 
discharges occurring during FY 2009. 
As we discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24014), 
the 5.4 percent estimate of the 
cumulative effect of changes in 
documentation and coding under the 
MS–DRG system that did not reflect real 
changes in case-mix for FYs 2008 and 
2009 exceeds the cumulative ¥1.5 
percent prospective documentation and 
coding adjustment that has already been 
applied to the national capital Federal 
rate by 3.9 percentage points (5.4 
percent minus 1.5 percent). We 
indicated that an additional cumulative 
adjustment of ¥3.9 percent to the 
national capital Federal rate would be 
necessary to eliminate the full effect of 
the documentation and coding changes 
due to the adoption of the MS–DRGs on 
future payments. 

4. Prospective MS–DRG Documentation 
and Coding Adjustment to the National 
Capital Federal Rate for FY 2011 and 
Subsequent Years 

We continue to believe that it is 
appropriate to make adjustments to the 
capital IPPS rates to eliminate the effect 
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of any documentation and coding 
changes as a result of the 
implementation of the MS–DRGs. These 
adjustments are intended to ensure that 
future annual aggregate IPPS payments 
are the same as payments that otherwise 
would have been made had the 
prospective adjustments for 
documentation and coding applied in 
FY 2008 and FY 2009 accurately 
reflected the change due to 
documentation and coding that 
occurred in those years. As noted in 
section V.A. of this preamble, under 
section 1886(g) of the Act, the Secretary 
has broad authority in establishing and 
implementing the IPPS for acute care 
hospital inpatient capital-related costs 
(that is, the capital IPPS). We have 
consistently stated since the initial 
implementation of the MS–DRG system 
that we do not believe it is appropriate 
for Medicare expenditures under the 
capital IPPS to increase due to MS–DRG 
related changes in documentation and 
coding. Accordingly, we believe that it 
is appropriate under the Secretary’s 
broad authority under section 1886(g) of 
the Act, in conjunction with section 
1886(d)(3)(A)(vi) of the Act and section 
7(b) of Public Law 110–90, to make 
adjustments to the capital Federal rate 
to eliminate the full effect of the 
documentation and coding changes 
resulting from the adoption of the 
MS–DRGs. We believe that this is 
appropriate because, in absence of such 
adjustments, the effect of the 
documentation and coding changes 
resulting from the adoption of the 
MS–DRGs results in inappropriately 
high capital IPPS payments because that 
portion of the increase in aggregate 
payments is not due to an increase in 
patient severity of illness (and costs). 

As we discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24014) 
and as noted above, based on our 
retrospective evaluation of the FY 2009 
claims, our actuaries’ determined that 
implementation of the MS–DRG system 
resulted in a 5.4 percent change in case- 
mix due to documentation and coding 
that did not reflect real changes in case- 
mix for discharges occurring during FY 
2009. The estimated 5.4 percent 
cumulative documentation and coding 
effect for FYs 2008 and 2009 exceeds 
the cumulative 1.5 percent prospective 
documentation and coding reduction 
that has already been applied to the 
national capital Federal rate. In that 
same proposed rule, we also discussed 
that for FY 2011, we proposed a 
retrospective adjustment of ¥2.9 
percent under the authority of section 
7(b)(1)(B) of Public Law 110–90. Under 
that proposal, although an additional 

cumulative adjustment of ¥3.9 percent 
would be necessary to meet the 
requirements of section 7(b)(1)(A) of 
Public Law 110–90 to make an 
appropriate prospective adjustment to 
the IPPS operating average standardized 
amounts in order to eliminate the full 
effect of the documentation and coding 
changes on future payments, we did not 
proposed a prospective adjustment to 
the IPPS operating average standardized 
amounts under section 7(b)(1)(A) of 
Public Law 110–90 for FY 2011. 

Given the increase in IPPS payments 
that we have determined is due to 
documentation and coding (discussed 
above in this section), in the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24014), we explained that we believe it 
is necessary and appropriate under the 
Secretary’s broad authority under 
section 1886(g) of the Act, consistent 
with section 1886(d)(3)(A)(vi) of the Act 
and section 7(b) of Public Law 110–90, 
to make further adjustments to the 
capital Federal rate to eliminate the full 
effect of the documentation and coding 
changes resulting from the adoption of 
the MS–DRGs. We also discussed that it 
is often our practice to phase in rate 
adjustments over more than one year in 
order to moderate the effect on rates in 
any one year. Therefore, consistent with 
transitional policies we have adopted in 
many similar cases and in order to 
maintain consistency as far as possible 
with the adjustments that we proposed 
to apply to IPPS hospitals, under the 
Secretary’s broad authority under 
section 1886(g) of the Act, in 
conjunction with section 
1886(d)(3)(A)(vi) of the Act and section 
7(b) of Public Law 110–90, we proposed 
an adjustment of ¥2.9 percent in FY 
2011 to the national capital Federal rate 
to account for a portion of the 
cumulative effect of the estimated 
changes in documentation and coding 
changes under the MS–DRG system 
through FY 2009 that did not reflect real 
changes in case-mix. We stated that we 
believe that this proposed adjustment 
would allow us to moderate the effects 
to hospitals in one year and to maintain 
equity between hospitals paid on the 
basis of different prospective rates. 
Furthermore, consistent with our 
proposal for the hospital-specific rates 
under the operating IPPS, we proposed 
to leave that proposed ¥2.9 percent 
adjustment in place for subsequent 
fiscal years to account for the effect of 
that documentation and coding change 
in subsequent years. We also sought 
public comment on the proposed ¥2.9 
percent prospective adjustment to the 
national capital Federal rate for FY 2011 
and our plans to address in future 

rulemaking cycles the cumulative effect 
of changes in case-mix due to changes 
in documentation and coding that do 
not reflect real changes in case-mix 
based on an analysis of occurring during 
FY 2008 and FY 2009, noting that our 
current estimates of the remaining 
adjustment to the national capital 
Federal rate is ¥1.0 percent (that is, the 
estimated cumulative effect of 
documentation and coding changes 
under the MS–DRG system for FYs 2008 
and 2009 of ¥5.4 percent minus the 
existing ¥0.6 percent and ¥0.9 
adjustments and the proposed FY 2011 
of ¥2.9 percent adjustment). 

Comment: Several commenters 
opposed the proposed ¥2.9 percent 
prospective adjustment to the national 
capital Federal rate for FY 2011 to 
partially account for the cumulative 
effect of the estimated changes in 
documentation and coding changes 
under the MS–DRG system that did not 
reflect real changes in case-mix. Most of 
these commenters cited the potentially 
severe negative fiscal impact that would 
be experienced by providers if the 
proposed documentation and coding 
adjustment were to be implemented. 

Response: We understand 
commenters’ concern about the possible 
financial disruption that may be caused 
by the proposed documentation and 
coding improvement payment 
adjustment. However, as discussed in 
the FY 2011 IPPS/LTCH PPS proposed 
rule and reiterated above, given the 
increase in IPPS payments that we have 
determined is due to changes in 
documentation and coding under the 
MS–DRG system, we believe it is 
necessary and appropriate under the 
Secretary’s broad authority under 
section 1886(g) of the Act, consistent 
with section 1886(d)(3)(A)(vi) of the Act 
and section 7(b) of Public Law 110–90, 
to make further adjustments to the 
capital Federal rate to eliminate the full 
effect of the documentation and coding 
changes resulting from the adoption of 
the MS–DRGs which have resulted in an 
inappropriate increase in IPPS 
payments. These payment adjustments 
are necessary to correct these past 
overpayments due to increases in 
aggregate payments that do not reflect 
real change in case-mix severity of 
illness levels, but instead are caused 
solely by documentation and coding 
improvements. In addition, we 
proposed a transitional implementation 
of the full adjustment to provide 
hospitals with time to adjust to future 
payment differences and to moderate 
the effect of this adjustment in any 
given year. 

Comment: In its public comments, 
MedPAC discussed that ‘‘the shift to 
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MS–DRGs was taken to improve the 
distribution of payments, not change the 
aggregate level of payments.’’ MedPAC 
performed an independent analysis of 
claims data to determine the effect of 
documentation and coding in FYs 2008 
and 2009. MedPAC stated, ‘‘In our 
judgment, CMS’s analytic methods are 
valid. Using similar methods, our 
analysis of Medicare hospital inpatient 
claims for 2007–2009 confirms all of 
CMS’s findings.’’ Consistent with our 
analysis, MedPAC’s analysis 
demonstrated that the cumulative effect 
of documentation and coding in FY 
2009 is 5.4 percent and they recommend 
for both the operating and capital IPPS 
that ‘‘overpayments should be stopped 
[and] all overpayment should be 
recovered.’’ In making that 
recommendation, MedPAC directed 
CMS to its March 2010 Report to 
Congress where it recommended that 
Congress change the law to require CMS 
to recover all overpayments with 
interest. MedPAC noted that this would 
shift CMS’ focus to the prevention of 
future overpayments in the operating 
and capital IPPS. Such a shift might be 
implemented as prospective 
adjustments and would result in slower 
accumulation of future overpayments. A 
detailed summary of MedPAC’s 
comment on our proposed 
documentation and coding adjustments 
for FY 2011 for all hospitals paid under 
the operating and capital IPPS and our 
full response can be found in section 
II.D.7. of the preamble of this final rule. 

Response: We appreciate MedPAC’s 
independent validation and support of 
our methodology, which corroborates 
our estimate of the cumulative 
documentation and coding effect net of 
measurement error of 5.4 percent. 
Furthermore, we agree with MedPAC’s 
conclusions on the overall financial 
implications of implementing our 
proposed ¥2.9 percent payment rate 
adjustment. We share MedPAC’s 
concerns about delaying the prevention 
of future overpayments in both the 
capital and operating IPPS, but we 
appreciate its acknowledgment of CMS’ 
discretion on this policy and of the 
potential financial disruption from 
implementation of the full prospective 
reduction in FY 2011 (¥3.9 percent). 

As discussed in section II.D.7. of the 
preamble of this final rule, after 
considering the public comments we 
received, as well as MedPAC’s detailed 
analysis, we believe that the 
methodology we have employed to 
determine the cumulative effect of 
documentation and coding changes is 
sound. Therefore, we have decided to 
finalize our proposal to make an 
adjustment to the national capital 

Federal rate of ¥2.9 percent, which 
represents a portion of the remaining 
prospective adjustment of 3.9 percent 
(5.4 percent documentation and coding 
effect minus the 1.5 percent adjustment 
already applied the national capital 
Federal rate). The adjustment we are 
finalizing in this final rule is consistent 
with the magnitude of the retrospective 
adjustment of ¥2.9 percent that we are 
applying under section 7(b)(1)(B) of 
Public Law 110–90 to the operating 
IPPS standardized amount for FY 2011 
(discussed in section II.D.7. of this 
preamble). As discussed above, while 
we are sympathetic to the concerns 
expressed by many commenters about 
the potential adverse financial effects on 
hospitals, given the increase in IPPS 
payments that we have determined is 
due to changes in documentation and 
coding under the MS–DRG system, as 
we proposed, we believe it is necessary 
and appropriate to make further 
adjustments to the capital Federal rate 
to eliminate the full effect of the 
documentation and coding changes 
resulting from the adoption of the MS– 
DRGs. We also believe the proposed 
transitional approach is a reasonable 
and fair way to accomplish the 
elimination of the full effect of these 
documentation and coding changes 
while moderating the fiscal impact on 
hospitals. 

Therefore, in this final rule, under the 
Secretary’s broad authority under 
section 1886(g) of the Act, consistent 
with section 1886(d)(3)(A)(vi) of the Act 
and section 7(b) of Public Law 110–90, 
as we proposed, in FY 2011 we are 
implementing an adjustment to the 
capital Federal rate of ¥2.9 percent to 
account for the effect of the estimated 
changes in documentation and coding 
changes under the MS–DRG system that 
occurred in FYs 2008 and 2009 that did 
not reflect real changes in case-mix. 
Furthermore, consistent with our 
proposal and the policy we are adopting 
in this final rule for the hospital-specific 
rates under the operating IPPS, we will 
leave the ¥2.9 percent adjustment in 
place for subsequent fiscal years to 
account for the effect of that 
documentation and coding change in 
subsequent years. As discussed in the 
FY 2011 IPPS/LTCH PPS proposed rule 
and reiterated above, we intend to 
address in future rulemaking cycles the 
remaining estimated adjustment to the 
national capital Federal rate of ¥1.0 
percent (that is, the estimated effect of 
documentation and coding changes 
under the MS–DRG system of ¥5.4 
percent minus the existing ¥0.6 percent 
and ¥0.9 percent adjustments and the 
¥2.9 percent adjustment for FY 2011). 

5. Documentation and Coding 
Adjustment to the Puerto Rico-Specific 
Capital Rate 

Under § 412.74, Puerto Rico hospitals 
are currently paid based on 75 percent 
of the national capital Federal rate and 
25 percent of the Puerto Rico-specific 
capital rate. In the FY 2009 IPPS final 
rule (73 FR 48775), consistent with our 
development of the FY 2009 Puerto 
Rico-specific operating standardized 
amount, we did not apply the additional 
¥0.9 percent documentation and 
coding adjustment (or the cumulative 
¥1.5 percent adjustment) to the FY 
2009 Puerto Rico-specific capital rate. 
However, the statute gives broad 
authority to the Secretary under section 
1886(g) of the Act, with respect to the 
development of and adjustments to a 
capital PPS, and therefore we would not 
be outside the authority of section 
1886(g) of the Act in applying the 
documentation and coding adjustment 
to the Puerto Rico-specific portion of the 
capital payment rate. To date, we had 
not applied a documentation and coding 
adjustment to the Puerto Rico-specific 
capital rate because we have historically 
made changes to the capital IPPS 
consistent with those changes made to 
the operating IPPS. We stated that we 
may propose to apply such an 
adjustment to the Puerto Rico capital 
rates in the future. 

As discussed in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43928), when we performed a 
retrospective evaluation of the FY 2008 
claims data of hospitals located in 
Puerto Rico using the same 
methodology discussed above, we found 
that the change in case-mix due to 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2008 
from hospitals located in Puerto Rico 
was approximately 1.3 percent. Given 
this case-mix increase due to changes in 
documentation and coding under the 
MS–DRGs, we had proposed to adjust 
the Puerto Rico-specific capital rate by 
¥1.3 percent in FY 2010 for the FY 
2008 increase in case-mix due to 
changes in documentation and coding 
under the MS–DRGs. However, in that 
same final rule, we postponed the 
adoption of any documentation and 
coding adjustments to the capital IPPS 
rates until a full analysis of FY 2009 
case-mix changes could be completed. 
We indicated that any future 
documentation and coding adjustment 
to the capital Puerto Rico-specific IPPS 
rates based on a complete analysis of FY 
2008 and FY 2009 claims data for Puerto 
Rico hospitals would be established 
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through the notice and comment 
rulemaking process. 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24015), 
when we performed a retrospective 
evaluation of the FY 2009 claims data 
from the December 2009 update of the 
MedPAR file of hospitals located in 
Puerto Rico using the same 
methodology to estimate documentation 
and coding changes under IPPS for non- 
Puerto Rico hospitals, we found that the 
change in case-mix due to 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FYs 2008 
and 2009 from hospitals located in 
Puerto Rico was approximately 2.4 
percent. (As discussed in section 
II.D.10.b. of this preamble, our updated 
analysis of FY 2009 claims paid through 
March 2010 using the same 
methodology as the one used for the 
proposed rule, shows that the change in 
case-mix due to documentation and 
coding that did not reflect real changes 
in case-mix for discharges occurring 
during FYs 2008 and 2009 from 
hospitals located in Puerto Rico is 
approximately 2.6 percent.) Given this 
case-mix increase due to changes in 
documentation and coding under the 
MS–DRGs, consistent with our proposal 
to adjust the FY 2011 capital Federal 
rate (discussed above) and consistent 
with our proposed adjustment to the FY 
2011 Puerto Rico-specific standardized 
amount discussed in section II.D.9. of 
the preamble of that same proposed 
rule, under the Secretary’s broad 
authority under section 1886(g) of the 
Act, we proposed to adjust the Puerto 
Rico-specific capital rate by ¥2.4 
percent in FY 2011 for the cumulative 
increase in case-mix due to changes in 
documentation and coding under the 
MS–DRGs for FYs 2008 and 2009. In 
addition, consistent with our other 
proposals concerning prospective 
MS–DRG documentation and coding 
adjustments to the capital Federal rate 
and operating IPPS standardized 
amounts presented in this proposed 
rule, we proposed to leave that 
proposed ¥2.4 percent adjustment in 
place for subsequent fiscal years in 
order to ensure that changes in 
documentation and coding resulting 
from the adoption of the MS–DRGs do 
not lead to an increase in aggregate 
payments not reflective of an increase in 
real case-mix. 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we sought public 
comment on the proposed prospective 
adjustment of ¥2.4 percent to Puerto 
Rico-specific standardized amount and 
the Puerto Rico-specific capital rate. We 
noted our intent to update our analysis 

with FY 2009 data on ‘‘claims paid 
through March 2009’’ (sic) for this FY 
2011 IPPS/LTCH PPS final rule. (We 
note that the March 2009 update date 
for claims paid data in the proposed 
rule should have been March 2010.) As 
intended, we have updated our analysis 
with FY 2009 data on claims paid 
through March 2010 in this FY 2011 
IPPS/LTCH PPS final rule, as discussed 
below. 

As described section II.D.10.b. of this 
preamble, MedPAC responded to our 
request for comments regarding the 
level of adjustment for special categories 
of hospitals, such as Puerto Rico 
hospitals, by pointing out that these 
hospitals have the same financial 
incentives for documentation and 
coding improvements and the same 
ability to benefit from increased 
payments that do not reflect real change 
in case-mix. Therefore, MedPAC 
recommended that ‘‘all IPPS hospitals 
should be treated the same.’’ At the same 
time, MedPAC also stateds that 
‘‘delaying prevention of overpayments 
* * * creates a problem because 
overpayments will continue to 
accumulate in 2010 and later years until 
the effect of documentation and coding 
improvement is fully offset in the 
payment rates.’’ 

We agree with MedPAC that Puerto 
Rico hospitals have had the same 
financial incentives to improve 
documentation and coding as other IPPS 
hospitals. We further agree with 
MedPAC that it is appropriate to focus 
on minimizing the accumulation of 
overpayments; we interpret this 
statement to mean that MedPAC 
recommends that CMS should move 
forward as quickly as possible with 
appropriate prospective adjustments. 
We appreciate MedPAC’s guidance that 
‘‘all hospitals be treated the same,’’ and 
we agree that it is important to treat 
various classes of hospitals that are 
similarly situated with respect to their 
ability to adjust their documentation 
and coding changes consistently in our 
payment policy determinations. 

Therefore, consistent with the policy 
we are implementing to adjust the FY 
2011 capital Federal rate (discussed 
above) and consistent with the 
adjustment we are establishing in FY 
2011 Puerto Rico-specific standardized 
amount (discussed in section II.D.10.b. 
of this preamble), under the Secretary’s 
broad authority under section 1886(g) of 
the Act, we are finalizing our proposal 
to adjust the Puerto Rico-specific capital 
rate in FY 2011 for the increase in case- 
mix due to changes in documentation 
and coding under the MS–DRGs through 
FY 2009. As discussed in section 
II.D.10.b. of this preamble and as noted 

above, our updated analysis of FY 2009 
claims paid through March 2010 using 
the same methodology as the one used 
for the proposed rule, shows that the 
change in case-mix due to 
documentation and coding that did not 
reflect real changes in case-mix for 
discharges occurring during FY 2009 
from hospitals located in Puerto Rico is 
approximately 2.6 percent. Accordingly, 
in this final rule, we are establishing an 
adjustment of ¥2.6 percent to the 
Puerto Rico-specific capital rate in FY 
2011 to account for changes in case-mix 
due to documentation and coding that 
did not reflect real changes in case-mix. 
As we proposed, we will leave this 
¥2.6 percent adjustment in place for 
subsequent fiscal years in order to 
ensure that changes in documentation 
and coding resulting from the adoption 
of the MS–DRGs do not lead to an 
increase in aggregate payments not 
reflective of an increase in real case- 
mix. We continue to believe that such 
an adjustment is appropriate because, as 
MedPAC noted, all hospitals have the 
same financial incentives for 
documentation and coding 
improvements, and the same ability to 
benefit from the resulting increase in 
aggregate payments that do not reflect 
real changes in case-mix. 

As we proposed, the ¥2.6 percent 
documentation and coding adjustment 
that we are establishing in this final rule 
applies to the Puerto Rico-specific 
capital rate that accounts for 25 percent 
of capital IPPS payments to hospitals 
located in Puerto Rico, with the 
remaining 75 percent based on the 
national capital Federal rate, which is 
being further adjusted for the effects of 
documentation and coding as described 
above. Consequently, the overall 
reduction to the FY 2011 payment rates 
for hospitals located in Puerto Rico to 
account for documentation and coding 
changes is slightly less than the 
reduction for IPPS hospitals paid based 
on 100 percent of the national capital 
Federal rate. As discussed above, the 
Puerto Rico-specific capital rate was not 
adjusted for the cumulative effects of 
documentation and coding changes in 
FY 2008 or FY 2009 as is the case with 
the national capital Federal rate. 

F. Other Changes for FY 2011 

The final annual update to the capital 
IPPS national Federal and Puerto Rico- 
specific rates, as provided for at 
§ 412.308(c), for FY 2011 is discussed in 
section III. of the Addendum to this 
final rule. 
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VI. Changes for Hospitals Excluded 
From the IPPS 

A. Excluded Hospitals 

Historically, hospitals and hospital 
units excluded from the prospective 
payment system received payment for 
inpatient hospital services they 
furnished on the basis of reasonable 
costs, subject to a rate-of-increase 
ceiling. A per discharge limit (the target 
amount as defined in § 413.40(a)) was 
set for each hospital or hospital unit 
based on the hospital’s own cost 
experience in its base year, and updated 
annually by a rate-of-increase 
percentage. The updated target amount 
was multiplied by total Medicare 
discharges during that period and 
applied as an aggregate upper limit (the 
ceiling as defined in § 413.40(a)) on total 
inpatient operating costs for a hospital’s 
cost reporting period. Prior to October 1, 
1997, these payment provisions applied 
consistently to all categories of excluded 
providers, which included 
rehabilitation hospitals and units (now 
referred to as IRFs), psychiatric 
hospitals and units (now referred to as 
IPFs), LTCHs, children’s hospitals, and 
cancer hospitals. 

Payment to children’s hospitals and 
cancer hospitals that are excluded from 
the IPPS continues to be subject to the 
rate-of-increase ceiling based on the 
hospital’s own historical cost 
experience. (We note that, in accordance 
with § 403.752(a) of the regulations, 
RNHCIs are also subject to the rate-of- 
increase limits established under 
§ 413.40 of the regulations.) 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24016), we 
proposed that the rate-of-increase 
percentage to be applied to the target 
amount for cancer and children’s 
hospitals and RNHCIs was the proposed 
FY 2011 percentage increase in the IPPS 
operating market basket. Beginning with 
FY 2006, we have used the percentage 
increase in the IPPS operating market 
basket to update the target amounts for 
children’s and cancer hospitals. As 
explained in the FY 2006 IPPS final rule 
(70 FR 47396 through 47398), with IRFs, 
IPFs, and LTCHs being paid under their 
own PPS, the remaining number of 
providers being paid based on 
reasonable cost subject to a ceiling (that 
is, children’s and cancer hospitals and 
RNHCIs) is too small and the cost report 
data are too limited to be able to create 
a market basket solely for these 
hospitals. For FY 2011, we proposed to 
continue to use the IPPS operating 
market basket to update the target 
amounts for children’s and cancer 
hospitals and RNHCIs for the reasons 

discussed in the FY 2006 IPPS final 
rule. 

In the FY 2011 IPPS/LTCH PPS we 
proposed to use the revised and rebased 
FY 2006-based IPPS operating market 
basket to update the target amounts for 
children’s and cancer hospitals and 
RNHCIs for FY 2011. Therefore, based 
on IHS Global Insight, Inc.’s 2010 first 
quarter forecast, with historical data 
through the 2009 fourth quarter, we 
estimated that the FY 2011 update to the 
IPPS operating market basket would be 
2.4 percent (that is, the estimate of the 
market basket rate-of-increase). 

Consistent with our historical 
approach, we calculated the proposed 
rate-of-increase in the IPPS operating 
market basket for FY 2011 using the 
most recent data available. However, we 
proposed that if more recent data 
became available for the final rule, we 
would use them to calculate the IPPS 
operating market basket update for FY 
2011. Therefore, based on IHS Global 
Insight’s 2010 second quarter forecast, 
with historical data through the 2010 
first quarter, the final IPPS operating 
market basket update factor for FY 2011 
is 2.6 percent. Moreover, consistent 
with our proposal that the percentage 
increase in the rate-of-increase limits for 
cancer and children’s hospitals and 
RNHCIs would be the percentage 
increase in the FY 2011 IPPS operating 
market basket, the FY 2011 rate-of- 
increase percentage that is applied to 
the FY 2010 target amounts in order to 
calculate the final FY 2011 target 
amounts for cancer and children’s 
hospitals and RNHCIs is 2.6 percent, in 
accordance with the applicable 
regulations in 42 CFR 413.40. 

We note that IRFs, IPFs, and LTCHs, 
which were paid previously under the 
reasonable cost methodology, now 
receive payment under their own 
prospective payment systems, in 
accordance with changes made to the 
statute. In general, the prospective 
payment systems for IRFs, IPFs, and 
LTCHs provided transition periods of 
varying lengths during which time a 
portion of the prospective payment was 
based on cost-based reimbursement 
rules under part 413. (However, certain 
providers do not receive a transition 
period or may elect to bypass the 
transition period as applicable under 42 
CFR part 412, subparts N, O, and P.) We 
note that the various transition periods 
provided for under the IRF PPS, the IPF 
PPS, and the LTCH PPS have ended. 

The IRF PPS, the IPF PPS, and the 
LTCH PPS are updated annually. We 
refer readers to section IV. of the 
Addendum to this final rule for the 
specific proposed update changes to the 
Federal payment rates for LTCHs under 

the LTCH PPS for FY 2011. The annual 
updates for the IRF PPS and the IPF PPS 
are issued by the agency in separate 
Federal Register documents. 

B. Critical Access Hospitals (CAHs) 

1. Background 

Section 1820 of the Act provides for 
the establishment of Medicare Rural 
Hospital Flexibility Programs (MRHFPs) 
under which individual States may 
designate certain facilities as critical 
access hospitals (CAHs). Facilities that 
are so designated and that meet the CAH 
conditions of participation under 42 
CFR part 485, subpart F, will be 
certified as CAHs by CMS. Regulations 
governing payments to CAHs for 
services to Medicare beneficiaries are 
located in 42 CFR part 413. 

2. CAH Optional Method Election for 
Payment of Outpatient Services 

Section 1834(g) of the Act establishes 
the payment rules for outpatient 
services furnished by a CAH. Section 
403(d) of Public Law 106–113 (BBRA) 
amended section 1834(g) of the Act to 
provide for two methods of payment for 
outpatient services furnished by a CAH. 
Specifically, section 1834(g)(1) of the 
Act, as amended by Public Law 106– 
113, provided that the amount of 
payment for outpatient services 
furnished by a CAH is equal to the 
reasonable cost of providing such 
services (unless the CAH makes an 
election, under section 1834(g)(2) of the 
Act). The physician or other practitioner 
providing the professional service 
receives payment under the Medicare 
Physician Fee Schedule (MPFS). In the 
alternative, the CAH may make an 
election under section 1834(g)(2) of the 
Act to receive amounts that are equal to 
the ‘‘reasonable costs’’ of the CAH for 
facility services, plus, with respect to 
the professional services, the amount 
otherwise paid for professional services 
under Medicare, less the applicable 
Medicare deductible and coinsurance 
amount. The election made under 
section 1834(g)(2) of the Act is 
sometimes referred to as ‘‘method II’’ or 
‘‘the optional method.’’ Throughout this 
section of this preamble, we refer to this 
election as the ‘‘optional method.’’ 
Section 202 of Public Law 106–554 
(BIPA) amended section 1834(g)(2)(B) of 
the Act to increase the payment for 
professional services under the optional 
method to 115 percent of the amount 
otherwise paid for professional services 
under Medicare. In addition, section 
405(a)(1) of Pub. L. 108–173 (MMA) 
amended section 1834(g)(l) of the Act by 
inserting the phrase ‘‘equal to 101 
percent of’’ before the phrase ‘‘the 
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reasonable costs.’’ However, the MMA 
made no changes to the amount of 
reasonable cost payment under the 
optional method at section 1834(g)(2)(A) 
of the Act. 

Accordingly, section 1834(g) of the 
Act provides for two methods of 
payment for outpatient CAH services. 
Under the method specified at section 
1834(g)(1) of the Act, facility services 
are paid at 101 percent of reasonable 
costs to the CAH through the Medicare 
fiscal intermediary or the Medicare Part 
A/B MAC, while payments for 
physician and other professional 
services are made to the physician or 
other practitioner under the MPFS 
through the Medicare carriers. Under 
section 1834(g)(2) of the Act (the 
optional method), a CAH submits bills 
for both the facility and the professional 
services to its Medicare fiscal 
intermediary or its Medicare Part A/B 
MAC. If a CAH chooses this optional 
method for outpatient services, the 
physician or other practitioner must 
reassign his or her billing rights to the 
CAH to bill the Medicare program for 
those services. In accordance with 
section 1834(g)(2) of the Act in effect 
prior to implementation of section 3128 
of the Affordable Care Act, under this 
optional method, the CAH received 
reasonable cost payment for its facility 
costs and, with respect to the 
professional services, 115 percent of the 
amount otherwise paid for professional 
services under Medicare. (We refer 
readers to section VI.B.3. of this 
preamble for a discussion of the policy 
changes to payments for outpatient 
facility services made by section 3128 of 
the Affordable Care Act.) 

The existing regulations at 
§ 413.70(b)(3)(i)(A) require that if a CAH 
wishes to elect the optional method, 
that election must be made in writing, 
made on an annual basis, and delivered 
to the fiscal intermediary servicing the 
CAH at least 30 days before the start of 
the cost reporting period for which the 
election is made. The regulations at 
§ 413.70(b)(3)(i)(B) specify that once an 
election is made for a cost reporting 
period, that election remains in effect 
for all of that period. Therefore, under 
the existing regulations, a CAH that is 
being paid under the optional method is 
required to submit an election on an 
annual basis if it wishes to continue to 
be paid under the optional method for 
a subsequent cost reporting period. 

We have been informed that, in past 
years, there have been instances where 
some CAHs have submitted their 
elections several days late, which has 
caused these CAHs to lose their optional 
method election for the entire cost 
reporting year and has resulted in 

financial hardship for these providers. 
Such untimely submission of the 
optional method election may be due to 
staffing turnovers at the CAH as well as 
a change in fiscal intermediary or MAC 
assignments because, in the past, some 
CAHs received correspondence from 
their fiscal intermediaries or MACs 
reminding them to elect the optional 
method on an annual basis. Due to the 
significant consequences if a CAH fails 
to make a timely election, in the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 24017), we proposed to amend the 
regulations at § 413.70(b)(3)(i) to state 
that, effective for CAH cost reporting 
periods beginning on or after October 1, 
2010, if a CAH has elected the optional 
method for its most recent cost reporting 
period beginning prior to October 1, 
2010 or chooses to elect the optional 
method for its upcoming cost reporting 
period, that election will remain in 
place until it is terminated. 

We believe that removing the annual 
election requirement will reduce any 
perceived burden associated with the 
election process and make it easier for 
CAHs to maintain their election if they 
experience administrative staffing 
changes. If a CAH is being paid under 
the traditional method and wishes to 
elect the optional method, it must 
submit its election in writing to its 
servicing fiscal intermediary or MAC at 
least 30 days prior to the first cost 
reporting period for which the election 
is effective. Once that initial election is 
made, it will remain in place until it is 
terminated. 

We proposed to revise the regulations 
to include a mechanism for CAHs that 
are being paid under the optional 
method to terminate that election. 
Specifically, we proposed that if a CAH 
is being paid under the optional method 
and wishes to terminate that election, it 
must submit its termination request to 
the fiscal intermediary or MAC 
servicing the CAH at least 30 days prior 
to the start of the next cost reporting 
period. Because the proposed effective 
date for this provision was for cost 
reporting periods beginning on or after 
October 1, 2010, we acknowledged that 
CAHs that have cost reporting periods 
beginning in October 2010 or November 
2010 may not have sufficient time to 
terminate their optional method election 
at least 30 days prior to the start of the 
cost reporting period. Therefore, we 
proposed that CAHs that have cost 
reporting periods beginning in October 
2010 or November 2010 and elected the 
optional method in 2009 that wish to 
terminate that election would have until 
December 1, 2010, to terminate their 
prior year election. The termination 
would be effective for the entire FY 

2011 cost reporting period. Thus, if a 
CAH with a cost reporting period 
beginning in October 2010 or November 
2010 terminates its optional method 
election after the beginning of its cost 
reporting period but before December 1, 
2010, the fiscal intermediary or MAC 
would be instructed to reprocess any 
payments made under the optional 
method for services provided during 
that period, as efficiently as possible. 

Section 1834(g)(2)(B) of the Act 
provides that if a CAH elects the 
optional method, it is not required that 
each physician or other practitioner 
providing professional services in the 
CAH must reassign billing rights with 
respect to the services. Rather, the 
reassignment of billing rights is 
physician/practitioner specific. For this 
reason, the optional payment method 
should not apply to the computation of 
payments to the CAH for its facility 
services in conjunction with services 
furnished by physicians and 
practitioners who have not reassigned 
such billing rights. Accordingly, if a 
physician or practitioner has not 
reassigned his or her billing rights to the 
CAH, the CAH will be paid for its 
facility services at 101 percent of 
reasonable cost, as specified at 
§ 413.70(b)(2)(i) of the regulations. If a 
CAH experiences changes in its 
physician or practitioner staffing, there 
may be a change in which physicians or 
practitioners choose to reassign their 
billing rights in order to permit the CAH 
to bill for their professional services. In 
order to ensure appropriate payments, 
and specifically, in order to ensure that 
there is no duplicate billing for a 
physician’s or practitioner’s 
professional services by the CAH to the 
fiscal intermediary or MAC and by the 
physician or practitioner providing the 
service to the carrier, a CAH must 
continue to notify its fiscal intermediary 
or MAC when changes in reassignment 
occur. 

Comment: Many commenters 
supported the proposal that, effective 
for cost reporting periods beginning on 
or after October 1, 2010, if a CAH has 
elected the optional method for its most 
recent cost reporting period beginning 
prior to October 1, 2010, or chooses to 
elect the optional method for its 
upcoming cost reporting period, that 
election will remain in place until it is 
terminated. The commenters stated the 
proposed change would reduce CAHs’ 
administrative burdens and ensure 
continued access to payment under the 
optional method. One commenter stated 
its State has 77 CAHs and the proposed 
change would help provide continued 
access to the optional method. Another 
commenter stated that most CAHs in its 
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State have elected the optional method 
and the proposed change would save 
staff time and help prevent billing 
errors. One commenter stated 
approximately 72 out of 82 CAHs in its 
State have elected the optional method 
and the proposed change will help 
eliminate an annual administrative 
burden. Another commenter stated the 
proposed change would help ensure 
continued access to care in rural areas 
of its State. 

Response: We thank the commenters 
for their support of the proposed 
provision, which we are adopting as 
final in this final rule. 

Comment: One commenter stated that 
because physician bills under the 
traditional method (the method 
specified at section 1834(g)(1) of the 
Act) are paid by the carrier instead of by 
the fiscal intermediary or the MAC, the 
CAH should be required to inform the 
carrier, in addition to the fiscal 
intermediary or the MAC, of any billing 
assignment changes. 

Response: In the proposed rule, we 
stated that in order to ensure there is no 
duplicate billing and that appropriate 
payments are made, a CAH must 
continue to notify its fiscal intermediary 
or MAC when changes in reassignment 
occur. We agree with the commenter 
that the carrier should be notified of any 
billing reassignment changes. Therefore, 
if a physician/practitioner reassignment 
changes such that there is a change in 
which physician/practitioner bills 
would be paid by the carrier, in addition 
to notifying the fiscal intermediary or 
MAC, the CAH must also notify the 
carrier. We believe this practice will 
help ensure appropriate payments are 
made to the CAH and the physician/ 
practitioner. 

Comment: Several commenters 
requested that CMS apply the same 
policy as it proposed for the CAH 
optional method election to hospitals 
redesignated under section 
1886(d)(8)(B) of the Act. 

Response: We did not propose any 
changes to the redesignation 
requirements. Therefore, these requests 
are not within the scope of this final 
rule. We will consider these comments 
as we develop future rulemaking. 

Accordingly, after consideration of 
the public comments we received, we 
are adopting our proposal as final, as 
follows: We are adopting as final, with 
some technical revisions discussed 
below, the proposed revision of 
§ 413.70(b)(3)(i) to specify that for CAH 
cost reporting periods beginning on or 
after October 1, 2010, once a CAH elects 
the optional method, including an 
election made for its most recent cost 
reporting period beginning prior to 

October 1, 2010, its election will remain 
in place until it is terminated. That is, 
CAHs will no longer be required to 
make an annual election in order to 
continue to be paid under the optional 
method in a subsequent year. However, 
we are making some technical revisions 
to the proposed language of 
§ 413.70(b)(3)(i)(A)(2) in order to state 
more clearly that if a CAH did not elect 
the optional method in its most recent 
preceding cost reporting period and 
chooses to be paid under the optional 
method for a cost reporting period 
beginning on or after October 1, 2010, it 
must submit a request in writing to the 
fiscal intermediary or MAC at least 30 
days prior to the start of the cost 
reporting period for which the election 
is to be effective. Finally, we are 
adopting as final our revision of the 
regulations to specify that if a CAH 
wishes to terminate its optional method 
election, it must submit its termination 
request to the fiscal intermediary or 
MAC servicing the CAH at least 30 days 
prior to the start of the next cost 
reporting period. CAHs will have until 
December 1, 2010, to terminate their 
prior year election if they have cost 
reporting periods beginning in October 
2010 or November 2010, had elected the 
optional method in 2009, and wish to 
terminate that election in 2010. The 
termination will be effective for the 
entire FY 2011 cost reporting period. 

We also are adopting as final the 
conforming change to § 413.70 
(b)(3)(i)(D). 

3. Changes in Payments to CAHs Made 
by the Affordable Care Act 

As stated earlier in this preamble, 
section 1834(g) of the Act establishes 
the payment rules for outpatient 
services furnished by a CAH. Section 
403(d) of Public Law 106–113 (BBRA) 
amended section 1834(g) of the Act to 
provide for two methods of payment for 
outpatient services furnished by a CAH. 
Section 1834(g)(1) of the Act, as 
amended by Public Law 106–113, 
provided that the amount of payment 
for outpatient services furnished by a 
CAH is equal to the reasonable costs of 
the CAH in providing such services. 
Under the optional method, described 
under section 1834(g)(2) of the Act, the 
CAH may make an election to receive 
amounts that are equal to ‘‘the 
reasonable costs’’ of the CAH for facility 
services plus, with respect to 
professional services, the amount 
otherwise paid for professional services 
under Medicare, less the applicable 
Medicare deductible and coinsurance 
amount. Section 202 of Public Law 
106–554 (BIPA) amended section 
1834(g)(2)(B) of the Act to increase the 

payment for professional services under 
the optional method to 115 percent of 
the amount otherwise paid for 
professional services under Medicare. In 
addition, section 405(a)(1) of Public Law 
108–173 (MMA) amended section 
1834(g)(l) of the Act by inserting the 
phrase ‘‘equal to 101 percent of’’ before 
the phrase ‘‘the reasonable costs.’’ 
However, the MMA made no changes to 
the amount of payment under the 
optional method at section 1834(g)(2)(A) 
of the Act. 

Section 1834(l)(8), as added by 
section 205 of Public Law 106–554, 
establishes the payment methodology 
for ambulance services furnished by a 
CAH or by an entity that is owned and 
operated by a CAH. This provision 
states that payment is made based on 
the reasonable costs incurred in 
furnishing ambulance services if such 
services are furnished by a CAH (as 
defined in section 1861(mm)(1) of the 
Act), or by an entity that is owned and 
operated by a CAH, but only if the CAH 
or entity is the only provider or supplier 
of ambulance services that is located 
within a 35-mile drive of such CAH. 

Section 3128(a) of the Affordable Care 
Act amended sections 1834(g)(2)(A) and 
1834(l)(8) of the Act by inserting ‘‘101 
percent of’’ before ‘‘the reasonable costs.’’ 
As such, section 3128(a) increases 
payment for outpatient facility services 
under the optional method and payment 
for ambulance services furnished by a 
CAH or an entity owned and operated 
by a CAH, to 101 percent of reasonable 
costs. Section 3128(b) of the Affordable 
Care Act states that the amendments 
made under section 3128(a) shall take 
effect as if they were included in the 
enactment of section 405(a) of Public 
Law 108–173. Section 405(a) of Public 
Law 108–173 provided that, in general, 
inpatient, outpatient, and covered SNF 
services provided by a CAH would be 
reimbursed at 101 percent of reasonable 
costs, and was applicable to payments 
for services furnished during cost 
reporting periods beginning on or after 
January 1, 2004. 

Because of the date of enactment of 
the Affordable Care Act, we were unable 
to include these provisions in the FY 
2011 IPPS/LTCH PPS proposed rule. 
Therefore, in a separate supplemental 
proposed rule which appeared in the 
Federal Register on June 2, 2010 (75 FR 
30965), we included proposals to 
implement the changes made by section 
3128. The final policies discussed below 
take into consideration public 
comments that we received on the 
supplemental proposed rule. 

In order to implement section 3128 of 
the Affordable Care Act, in the 
supplemental proposed rule, we 
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proposed to amend the regulations at 
§ 413.70(b)(3)(ii)(A) to state that, 
effective for cost reporting periods 
beginning on or after January 1, 2004, 
under the optional method, payment for 
facility services will be made at 101 
percent of reasonable costs. 
Accordingly, regardless of whether a 
physician or practitioner has reassigned 
his or her billing rights to the CAH, 
payment for CAH facility services 
would be made at 101 percent of 
reasonable costs. In addition, we 
proposed to implement the change in 
payment for ambulance services 
provided by section 3128 of the 
Affordable Care Act by amending the 
regulations at § 413.70(b)(5)(i) to state 
that, effective for cost reporting periods 
beginning on or after January 1, 2004, 
payment for ambulance services 
furnished by a CAH or an entity that is 
owned and operated by a CAH is 101 
percent of the reasonable costs of the 
CAH or the entity in furnishing those 
services, but only if the CAH or the 
entity is the only provider or supplier of 
ambulance services located within a 
35-mile drive of the CAH or the entity. 

Comment: Several commenters 
supported the proposed provisions 
implementing section 3128 of the 
Affordable Care Act. One commenter 
stated that, in Iowa, there are 82 CAHs 
and 72 of them have elected to be paid 
under the optional method. The 
commenter stated the proposed 
provision will have a positive impact on 
these small hospitals. 

Another commenter disagreed with 
CMS’ finalized policy in the FY 2010 
IPPS/LTCH PPS final rule, which 
reduced payment for CAH facility 
services under the optional method to 
100 percent of reasonable costs. The 
commenter had requested CMS ‘‘* * * 
to reference the MMA conference report 
which clearly indicated that Congress 
intended to set all CAH outpatient 
reimbursement at 101 percent of 
reasonable cost.’’ The commenter further 
stated that, as part of the supplemental 
proposed rule, ‘‘CMS proposed to restore 
101 percent of cost-based 
reimbursement for CAHs election 
Method II billing, and is proposing to 
extend this change retroactively to FFY 
2010.’’ 

Response: We appreciate the 
commenters’ support of the proposed 
implementation of the provision to 
increase payment for CAH outpatient 
facility services paid under the optional 
method and increase payment for CAH 
ambulance services to 101 percent of 
reasonable costs. In the response to the 
commenter who stated we were 
proposing to extend this change 
retroactively to FY 2010, we note that 

we proposed to make this change in 
payment to 101 percent of reasonable 
costs effective for cost reporting periods 
beginning on or after January 1, 2004, to 
conform to the requirements of section 
3128(b) of the Affordable Care Act. 

After consideration of the public 
comments we received, we are adopting 
our proposed revisions to the 
regulations at §§ 413.70(b)(3)(ii)(A) and 
413.70(b)(5)(i) as final, without 
modification. Accordingly, effective for 
cost reporting periods beginning on or 
after January 1, 2004, CAHs that are 
paid under the optional method will be 
paid based on 101 percent of reasonable 
costs for outpatient facility services and 
all CAHs will be paid based on 101 
percent of reasonable cost for 
ambulance services. We note that, as we 
indicated in the proposed rule, we do 
not believe these revisions will result in 
additional payments to CAHs for prior 
periods because we believe, in fact, that 
CMS has paid CAHs for these services 
at 101 percent of reasonable costs 
during these prior periods. 

4. Costs of Provider Taxes as Allowable 
Costs for CAHs 

a. Background and Statutory Basis 

Currently, certain taxes assessed 
against a provider may be allowable 
costs under Medicare to the extent that 
such taxes are related to the reasonable 
and necessary cost of providing patient 
care and represent costs actually 
incurred. Reasonable cost 
reimbursement is addressed in section 
1861(v)(1)(A) of the Act. Section 
1861(v)(1)(A) of the Act defines 
‘‘reasonable cost,’’ in part, as the cost 
actually incurred, excluding costs found 
to be unnecessary in the efficient 
delivery of needed health services and 
are determined in accordance with 
regulations establishing the method or 
methods to be used and the items to be 
included. Section 1861(v)(1)(A) of the 
Act does not specifically address the 
determination of reasonable costs, but 
authorizes the Secretary to promulgate 
regulations and principles to be applied 
in determining reasonable costs. 

We have issued regulations 
implementing this provision of the Act, 
including 42 CFR 413.9(a), which 
provide that the determination of 
reasonable cost ‘‘must be based on the 
reasonable cost of services covered 
under Medicare and related to the care 
of beneficiaries.’’ In addition, § 413.9(c) 
requires that the provision for payment 
of reasonable cost of services is 
intended to meet the actual costs 
incurred in providing services. 
Therefore, in accordance with the 
statute, the regulations include two 

principles that help guide the 
determination of which expenses may 
be considered allowable reasonable 
costs that can be paid under Medicare; 
that is, such costs must be ‘‘related’’ to 
the care of Medicare beneficiaries, and 
such costs must actually be ‘‘incurred.’’ 

Consistent with these provisions, we 
also have issued policy instructions in 
the Provider Reimbursement Manual, 
Part 1 (PRM–1) for determining 
allowable reasonable costs under 
Medicare. Specifically, section 2122 of 
the PRM–1 sets forth Medicare policy 
on determining when taxes levied on 
providers are allowable costs and 
provides a list of taxes that are 
considered unallowable costs. 
Specifically, section 2122.1 (General 
Rule) of the PRM–1 states: ‘‘The general 
rule is that taxes assessed against the 
provider, in accordance with the levying 
enactments of the several States and 
lower levels of government and for 
which the provider is liable for 
payment, are allowable costs. Tax 
expenses should not include fines and 
penalties.’’ Section 2122.2 (Taxes Not 
Allowable as Costs) of the PRM–1 lists 
certain taxes that are levied on 
providers that are not allowable costs. 
The listed taxes are: 

• Federal income and excess profit 
taxes, including any interest or penalties 
paid thereon (A). 

• State or local income and excess 
profit taxes (B). 

• Taxes in connection with financing, 
refinancing, or refunding operations, 
such as taxes on the issuance of bonds, 
property transfers, issuance or transfer 
of stocks, etc. Generally, these costs are 
either amortized over the life of the 
securities or depreciated over the life of 
the asset. However, they are not 
recognized as tax expense. (C) 

• Taxes from which exemptions are 
available to the provider. (D) 

• Special assessments on land which 
represent capital improvements such as 
sewers, water, and pavements should be 
capitalized and depreciated over their 
estimated useful lives. (E) 

• Taxes on property which is not 
used in the rendition of covered 
services. (F) 

• Taxes, such as sales taxes, levied 
against the patient and collected and 
remitted by the provider. (G) 

• Self-employment (FICA) taxes 
applicable to individual proprietors, 
partners, members of a joint venture, 
etc. (H) 

b. Clarification of Payment Policy for 
Provider Taxes 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24019), we stated 
that we have learned that there is some 
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confusion relating to the determination 
of whether a tax is an allowable cost. 
We believe that much of this confusion 
has arisen because it may be possible to 
read sections 2122.1 and 2122.2 of the 
PRM–1 as permitting all taxes assessed 
on a provider by a State that are not 
specifically listed in section 2122.2 to 
be treated as allowable costs. Section 
2122 of the PRM–1 was last updated in 
1979 when States typically raised 
revenue only from income, sales, and 
property taxes. The list in section 
2212.2 is incomplete now, as it does not 
reflect the variety of provider taxes 
imposed by States. In addition, we are 
concerned that, even if a particular tax 
may be an allowable cost that is related 
to the care of Medicare beneficiaries, 
providers may not, in fact, ‘‘incur’’ the 
entire amount of these assessed taxes. 
For example, in accordance with the 
Medicaid statute and regulations, some 
States levy tax assessments on hospitals. 
The assessed taxes may be paid by the 
hospitals into a fund that includes all 
taxes paid, all Federal matching monies, 
and any penalties for nonpayment. The 
State is then authorized to disburse 
monies from the fund to the hospitals. 
We believe that these types of 
subsequent disbursements to providers 
are associated with the assessed taxes 
and may, in fact, offset some, if not all, 
of the taxes originally paid by the 
hospitals. 

We believe that the treatment of these 
types of payments on the Medicare cost 
report should be analogous to the 
adjustments described at § 413.98 of the 
regulations. Specifically, § 413.98(d) 
provides that the ‘‘true cost of the goods 
or services is the net amount actually 
paid for them.’’ Section 413.98 
specifically addresses the purchase of 
goods and services and reflects the 
statutory mandate that a provider’s 
allowable costs are the net expenses it 
incurs for items and services. In 
situations in which payments that are 
associated with the assessed tax are 
made to providers specifically to make 
the provider whole or partly whole for 
the tax expenses, Medicare should 
similarly recognize only the net expense 
incurred by the provider. Thus, while a 
tax may be an allowable Medicare cost 
in that it is related to beneficiary care, 
the provider may only treat as a 
reasonable cost the net tax expense; that 
is, the tax paid by the provider, reduced 
by payments the provider received that 
are associated with the assessed tax. In 
addition, we do not believe that 
determinations made regarding whether 
the structure of specific taxes and 
subsequent reimbursements are 
consistent with Medicaid ‘‘hold 

harmless’’ provisions necessarily require 
the Medicare program to find that the 
same tax is an allowable cost. The 
Medicare statute and regulations set 
forth a different standard that requires a 
determination of how much of the 
allowable tax expense is actually 
‘‘incurred’’ by the provider. 

Therefore, in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 24018), we 
proposed to clarify our policy 
concerning when provider taxes may be 
considered allowable costs under 
Medicare. As stated above, section 2122 
of the PRM was last updated in 1979, 
and it no longer reflects the variety of 
provider taxes that may be imposed by 
States. Although some of the more 
recently enacted provider taxes may be 
allowable costs, we were concerned that 
some of these taxes may not be ‘‘related 
to the care of beneficiaries’’ and that 
some, if not all, of the costs of these 
taxes might not be actually ‘‘incurred’’ 
by the providers. This payment policy 
may not directly affect providers that 
are paid under a Medicare prospective 
payment system unless a cost-based 
prospective payment system is rebased 
on more current reported reasonable 
costs. However, we stated that this 
policy clarification could impact certain 
providers that are paid on the basis of 
their incurred reasonable costs, such as 
CAHs. Therefore, we proposed to clarify 
the policy set forth in sections 2122.1 
and 2122.2 of the PRM–1 to reflect our 
concerns set forth above regarding when 
certain provider taxes may be allowable 
costs under the Medicare program. 

Comment: Commenters disagreed 
with our statement that the provision in 
the proposed rule was a clarification in 
policy. They expressed concern that the 
provision was a policy change that 
could be applied retroactively and could 
potentially have serious negative fiscal 
impact. A number of commenters also 
raised concern that the language in the 
proposed rule did not clearly articulate 
the revisions to the PRM and is vague 
regarding when certain provider taxes 
may be allowable. Specifically, the 
commenters were concerned that 
Medicare would not reimburse the cost 
of these taxes. Specifically, the 
commenters were concerned that the 
payment of the net expense of a 
provider tax, as reported on a CAH’s 
Medicare cost report, would have a 
negative financial impact on the CAH. 

Response: We believe that this 
provision, as articulated in the proposed 
rule, is a clarification of our current, 
longstanding policy which requires that 
‘‘reasonable costs’’ claimed by providers 
must be ‘‘actually incurred.’’ Currently, 
CMS and its Medicare contractors apply 
the longstanding reasonable cost 

principles at section 1861(v)(1)(A) of the 
Act and at 42 CFR 413.9 of the 
regulations to determine if a particular 
expense is an allowable cost under 
Medicare. One such principle, as 
discussed above, is that a ‘‘reasonable 
cost’’ must be ‘‘actually incurred.’’ 

We disagree that sections 2122.1 and 
2122.2 of the PRM–1 take a contrary 
position. The discussion of taxes and 
allowable costs in the PRM–1 does not 
specifically address the requirement 
that costs must be ‘‘actually incurred.’’ 
However, the discussion of provider 
taxes in the PRM–1 should be 
considered in conjunction with the 
reasonable costs requirements set forth 
in the statute and regulations. To the 
extent that providers considered the list 
in section 2122.2 of the PRM–1 to 
permit a facility from counting, as part 
of its allowable costs, all but the listed 
provider taxes, regardless of whether the 
taxes listed were ‘‘actually incurred,’’ we 
are now clarifying that this approach is 
inconsistent with reasonable cost 
principles. 

We believe that it is consistent with 
the current and longstanding principles 
of cost reimbursement, as set forth in 
the statute and regulations, to remind 
both providers and our contractors, that 
although a particular tax may be an 
allowable cost, the amount of that tax 
that providers may claim for reasonable 
cost purposes, must reflect the amount 
of these assessed taxes that are actually 
incurred. Thus, in accordance with the 
Medicare statute, regulations, and PRM 
policies, Medicare contractors will 
continue to apply the current reasonable 
cost principles to determine if a 
provider tax incurred is an allowable 
cost and how much of that allowable 
cost is actually incurred to determine 
reimbursement. 

As stated in the proposed rule, we 
intended to address the potential 
confusion that arises when providers 
interpret sections of the PRM–1 to allow 
taxes assessed against a provider that 
are not specifically listed in section 
2122.2, regardless of whether those 
costs are actually incurred. We believe 
that clarifying the PRM–1 to explain 
that the list of taxes is only an example 
of the enumerated taxes is consistent 
with the current and longstanding 
reasonable cost principles. Moreover, to 
the extent that a particular tax might be 
an allowable expense, it still must be 
‘‘actually incurred.’’ 

This clarification will not have an 
effect of disallowing any particular tax 
but rather make clear that our Medicare 
contractors will continue to make a 
determination of whether a provider tax 
is allowable, on a case-by-case basis, 
using our current and longstanding 
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reasonable cost principles. In addition, 
the Medicare contractors will continue 
to determine if an adjustment to the 
amount of allowable provider taxes is 
warranted to account for payments a 
provider receives that are associated 
with the assessed tax. 

After consideration of the public 
comments we received, we are adopting 
our proposed clarification, as final, 
without modification. We will modify 
section 2122 of the PRM–1 to 
specifically reference our current, 
longstanding reasonable cost principles. 

C. Report of Adjustment (Exceptions) 
Payments 

Section 4419(b) of Public Law 105–33 
requires the Secretary to publish 
annually in the Federal Register a report 
describing the total amount of 
adjustment payments made to excluded 
hospitals and hospital units by reason of 
section 1886(b)(4) of the Act, during the 
previous fiscal year. 

The process of requesting, adjusting, 
and awarding an adjustment payment is 

likely to occur over a 2-year period or 
longer. First, generally, an excluded 
hospital or an excluded unit of a 
hospital must file its cost report for a 
fiscal year in accordance with 
§ 413.24(f)(2). The fiscal intermediary or 
MAC reviews the cost report and issues 
a notice of program reimbursement 
(NPR). Once the hospital receives the 
NPR, if its operating costs are in excess 
of the ceiling, the hospital or hospital 
unit may file a request for an adjustment 
payment. After the fiscal intermediary 
or MAC receives the hospital’s or 
hospital unit’s request in accordance 
with applicable regulations, the fiscal 
intermediary or MAC or CMS, 
depending on the type of adjustment 
requested, reviews the request and 
determines if an adjustment payment is 
warranted. This determination is 
sometimes not made until more than 6 
months after the date the request is filed 
because there are times when the 
applications are incomplete and 
additional information must be 

requested in order to have a completed 
application. However, in an attempt to 
provide interested parties with data on 
the most recent adjustments for which 
we do have data, we are publishing data 
on adjustment payments that were 
processed by the fiscal intermediary or 
MAC or CMS during FY 2009. 

The table below includes the most 
recent data available from the fiscal 
intermediaries or MACs and CMS on 
adjustment payments that were 
adjudicated during FY 2009. As 
indicated above, the adjustments made 
during FY 2009 only pertain to cost 
reporting periods ending in years prior 
to FY 2008. Total adjustment payments 
given to excluded hospitals and hospital 
units during FY 2009 are $7,824,339. 
The table depicts for each class of 
hospitals, in the aggregate, the number 
of adjustment requests adjudicated, the 
excess operating costs over the ceiling, 
and the amount of the adjustment 
payments. 

Class of hospital Number Excess cost 
over ceiling 

Adjustment 
payments 

Psychiatric .................................................................................................................................... 4 $2,878,357 $1,396,564 
Children’s ..................................................................................................................................... 3 1,414,635 902,889 
Cancer ......................................................................................................................................... 2 12,949,901 4,753,072 
Religious Nonmedical Health Care Institution (RNHCI) .............................................................. 7 1,570,555 771,814 

Total ...................................................................................................................................... ........................ ........................ 7,824,339 

VII. Changes to the Long-Term Care 
Hospital Prospective Payment System 
(LTCH PPS) for FY 2011 

A. Background of the LTCH PPS 

1. Legislative and Regulatory Authority 

Section 123 of the Medicare, 
Medicaid, and SCHIP (State Children’s 
Health Insurance Program) Balanced 
Budget Refinement Act of 1999 (BBRA) 
(Pub. L. 106–113) as amended by 
section 307(b) of the Medicare, 
Medicaid, and SCHIP Benefits 
Improvement and Protection Act of 
2000 (BIPA) (Pub. L. 106–554) provides 
for payment for both the operating and 
capital-related costs of hospital 
inpatient stays in long-term care 
hospitals (LTCHs) under Medicare Part 
A based on prospectively set rates. The 
Medicare prospective payment system 
(PPS) for LTCHs applies to hospitals 
that are described in section 
1886(d)(1)(B)(iv) of the Social Security 
Act (the Act), effective for cost reporting 
periods beginning on or after October 1, 
2002. 

Section 1886(d)(1)(B)(iv)(I) of the Act 
defines a LTCH as ‘‘a hospital which has 
an average inpatient length of stay (as 

determined by the Secretary) of greater 
than 25 days.’’ Section 
1886(d)(1)(B)(iv)(II) of the Act also 
provides an alternative definition of 
LTCHs: specifically, a hospital that first 
received payment under section 1886(d) 
of the Act in 1986 and has an average 
inpatient length of stay (LOS) (as 
determined by the Secretary of Health 
and Human Services (the Secretary)) of 
greater than 20 days and has 80 percent 
or more of its annual Medicare inpatient 
discharges with a principal diagnosis 
that reflects a finding of neoplastic 
disease in the 12-month cost reporting 
period ending in FY 1997. 

Section 123 of the BBRA requires the 
PPS for LTCHs to be a ‘‘per discharge’’ 
system with a diagnosis-related group 
(DRG) based patient classification 
system that reflects the differences in 
patient resources and costs in LTCHs. 

Section 307(b)(1) of the BIPA, among 
other things, mandates that the 
Secretary shall examine, and may 
provide for, adjustments to payments 
under the LTCH PPS, including 
adjustments to DRG weights, area wage 
adjustments, geographic reclassification, 

outliers, updates, and a disproportionate 
share adjustment. 

In the August 30, 2002 Federal 
Register, we issued a final rule that 
implemented the LTCH PPS authorized 
under the BBRA and BIPA (67 FR 
55954). For the initial implementation 
of the LTCH PPS (FYs 2003) through FY 
2007, the system used information from 
LTCH patient records to classify 
patients into distinct long-term care 
diagnosis-related groups (LTC–DRGs) 
based on clinical characteristics and 
expected resource needs. Beginning in 
FY 2008, we adopted the Medicare 
Severity-long-term care diagnosis- 
related groups (MS–LTC–DRGs) as the 
patient classification system used under 
the LTCH PPS. Payments are calculated 
for each MS–LTC–DRG and provisions 
are made for appropriate payment 
adjustments. Payment rates under the 
LTCH PPS are updated annually and 
published in the Federal Register. 

The LTCH PPS replaced the 
reasonable cost-based payment system 
under the Tax Equity and Fiscal 
Responsibility Act of 1982 (TEFRA) 
(Pub. L. 97–248) for payments for 
inpatient services provided by a LTCH 
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with a cost reporting period beginning 
on or after October 1, 2002. (The 
regulations implementing the TEFRA 
reasonable cost-based payment 
provisions are located at 42 CFR part 
413.) With the implementation of the 
PPS for acute care hospitals authorized 
by the Social Security Amendments of 
1983 (Pub. L. 98–21), which added 
section 1886(d) to the Act, certain 
hospitals, including LTCHs, were 
excluded from the PPS for acute care 
hospitals and were paid their reasonable 
costs for inpatient services subject to a 
per discharge limitation or target 
amount under the TEFRA system. For 
each cost reporting period, a hospital- 
specific ceiling on payments was 
determined by multiplying the 
hospital’s updated target amount by the 
number of total current year Medicare 
discharges. (Generally, in section VIII. of 
this preamble, when we refer to 
discharges, the intent is to describe 
Medicare discharges.) The August 30, 
2002 final rule further details the 
payment policy under the TEFRA 
system (67 FR 55954). 

In the August 30, 2002 final rule, we 
provided for a 5-year transition period. 
During this 5-year transition period, a 
LTCH’s total payment under the PPS 
was based on an increasing percentage 
of the Federal rate with a corresponding 
decrease in the percentage of the LTCH 
PPS payment that is based on 
reasonable cost concepts. However, 
effective for cost reporting periods 
beginning on or after October 1, 2006, 
total LTCH PPS payments are based on 
100 percent of the Federal rate. 

In addition, in the August 30, 2002 
final rule, we presented an in-depth 
discussion of the LTCH PPS, including 
the patient classification system, 
relative weights, payment rates, 
additional payments, and the budget 
neutrality requirements mandated by 
section 123 of the BBRA. The same final 
rule that established regulations for the 
LTCH PPS under 42 CFR part 412, 
subpart O also contained LTCH 
provisions related to covered inpatient 
services, limitation on charges to 
beneficiaries, medical review 
requirements, furnishing of inpatient 
hospital services directly or under 
arrangement, and reporting and 
recordkeeping requirements. We refer 
readers to the August 30, 2002 final rule 
for a comprehensive discussion of the 
research and data that supported the 
establishment of the LTCH PPS (67 FR 
55954). 

In the June 6, 2003 Federal Register, 
we published a final rule that set forth 
the FY 2004 annual update of the 
payment rates for the Medicare PPS for 
inpatient hospital services furnished by 

LTCHs (68 FR 34122). It also changed 
the annual period for which the 
payment rates were to be effective, such 
that the annual updated rates were 
effective from July 1 through June 30 
instead of from October 1 through 
September 30. We referred to the July 
through June time period as a ‘‘long-term 
care hospital rate year’’ (LTCH PPS rate 
year). In addition, we changed the 
publication schedule for the annual 
update to allow for an effective date of 
July 1. The payment amounts and 
factors used to determine the annual 
update of the LTCH PPS Federal rate are 
based on a LTCH PPS rate year. In the 
past, while the LTCH payment rate 
updates were effective July 1, the annual 
update of the DRG classifications and 
relative weights for LTCHs continued to 
be linked to the annual adjustments of 
the acute care hospital inpatient DRGs 
and were effective each October 1. 

As discussed in detail in the RY 2009 
LTCH PPS final rule (73 FR 26797 
through 26798), we again changed the 
schedule for the annual updates of the 
LTCH PPS Federal payment rates 
beginning with RY 2010. We 
consolidated the rulemaking cycle for 
the annual update of the LTCH PPS 
Federal payment rates and description 
of the methodology and data used to 
calculate these payment rates with the 
annual update of the MS–LTC–DRG 
classifications and associated weighting 
factors for LTCHs so that the updates to 
the rates and the weights now occur on 
the same schedule and appear in the 
same publication. As a result, the 
updates to the rates and the weights are 
now effective on October 1 (on a Federal 
fiscal year schedule), and the annual 
updates to the LTCH PPS Federal rates 
are no longer published with a July 1 
effective date. 

Public Law 110–173 (MMSEA), 
enacted on December 29, 2007, included 
provisions that have various effects on 
the LTCH PPS. In addition to amending 
section 1861 of the Act to add a 
subsection (ccc) which provided an 
additional definition of LTCHs, Public 
Law 110–173 also required the Secretary 
to submit, no later than 18 months after 
the date of enactment of the law, a 
report to Congress on a study of national 
long-term care hospital facility and 
patient criteria that included 
‘‘recommendations for such legislation 
and administrative actions, including 
timelines for the implementation of 
LTCH patient criteria or other actions, 
as the Secretary determines 
appropriate.’’ The payment policy 
provisions under sections 114(c)(1) and 
114(c)(2) of Pub. L. 110–173 focused on 
providing 3 years of relief for certain 
LTCHs from the percentage threshold 

payment adjustment policy at 42 CFR 
412.534 and 412.536. However, because 
of the original implementation schedule 
of those sections of the regulations, the 
payment provisions had varying 
timeframes of applicability (73 FR 
29701 through 29704). In addition, 
section 114(c)(3) of Public Law 110–173 
provided that the Secretary shall not 
apply, for the 3-year period beginning 
on the date of enactment of the Act the 
revision to the short-stay outlier (SSO) 
policy that was finalized in the RY 2008 
LTCH PPS final rule (72 FR 26904 and 
26992). In addition, section 114(c)(4) of 
Public Law 110–173 provided that the 
Secretary shall not, for the 3-year period 
beginning on the date of enactment of 
the Act, make the one-time adjustment 
to the payment rates provided for in 
§ 412.523(d)(3) or any similar provision 
(73 FR 26800 through 26804). The 
statute also provided that the base rate 
for RY 2008 be the same as the base rate 
for RY 2007 (the revised base rate, 
however, does not apply to discharges 
occurring on or after July 1, 2007, and 
before April 1, 2008) (73 FR 24875 
through 24877). Section 114(d) of Public 
Law 110–173 established a 3-year 
moratorium (with specified exceptions) 
on the establishment and classification 
of new LTCHs, LTCH satellites, and on 
the increase in the number of LTCH 
beds in existing LTCHs or satellite 
facilities. Finally, section 114(f) of 
Public Law 110–173 provided for an 
expanded review of medical necessity 
for admission and continued stay at 
LTCHs. 

In the RY 2009 LTCH PPS final rule 
(73 FR 26804 through 26812), we 
established the applicable Federal rates 
for RY 2009, consistent with section 
1886(m)(2) of the Act as amended by 
Public Law 110–173. We also revised 
the regulations at § 412.523(d)(3) to 
change the methodology for the one- 
time budget neutrality adjustment and 
to comply with section 114(c)(4) of 
Public Law 110–173. Other policy 
revisions that were necessary as a result 
of the statutory changes of Public Law 
110–173 were addressed in separate 
interim final rules with comment period 
(73 FR 24871 and 73 FR 29699). In the 
FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 43976 through 43990), we 
addressed all of the public comments 
received and finalized these two interim 
final rules with comment period. 

Section 4302 of the ARRA, Public 
Law 111–5, enacted on February 17, 
2009, included several amendments to 
the provisions set forth in section 114 of 
Public Law 110–173. Specifically, 
section 4302(a) modified the effective 
dates of the provisions of section 114(c) 
of Public Law 110–173, described 
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above, and added an additional category 
of LTCHs or satellite facilities that 
would not be subject to the percentage 
threshold payment adjustment at 
§ 412.536 for a 3-year period. In 
addition, section 4302(a)(2)(A) of Public 
Law 111–5 added ‘‘grandfathered’’ 
satellites (specified in § 412.22(h)(3)(i) 
of the regulations) to those ‘‘applicable’’ 
LTCHs (specified in § 412.534(g) of the 
regulations) originally granted relief 
under section 114(c) of Pub. L. 110–173. 
We issued instructions to the fiscal 
intermediaries and MACs interpreting 
the provisions of section 4302 of Public 
Law 111–5 (Change Request 6444). In 
addition, in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (43990 through 
43992), we implemented the provisions 
of section 4302 of Public Law 111–5 
through an interim final rule with 
comment period. We received one piece 
of timely correspondence regarding the 
provisions of section 4302 of Public Law 
111–5 that were implemented through 
the interim final rule with comment 
period that was included in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule. We 
address this public comment and 
finalize the interim final rule with 
comment period in section VII.F. of the 
preamble of this final rule. 

As discussed in section I.C. of this 
preamble, a number of the provisions of 
the Affordable Care Act affected the 
policies, payment rates and factors 
under the LTCH PPS. Due to the timing 
of the passage of the legislation, we 
were unable to address those provisions 
in the May 4, 2010 FY 2011 IPPS/LTCH 
PPS proposed rule, and some of the 
proposed policies and payment rates in 
that proposed rule did not reflect the 
new legislation. On June 2, 2010, we 
issued a FY 2011 IPPS/LTCH PPS 
supplemental proposed rule that 
addressed the provisions of the 
Affordable Care Act that affected our 
proposed policies and payment rates for 
FY 2011 under the LTCH PPS. In this 
final rule, we address both the 
provisions of the May 4, 2010 proposed 
rule and the June 2, 2010 supplemental 
proposed rule and respond to public 
comments received. 

2. Criteria for Classification as a LTCH 

a. Classification as a LTCH 

Under the existing regulations at 
§ 412.23(e)(1) and (e)(2)(i), which 
implement section 1886(d)(1)(B)(iv)(I) of 
the Act, to qualify to be paid under the 
LTCH PPS, a hospital must have a 
provider agreement with Medicare and 
must have an average Medicare 
inpatient length of stay (LOS) of greater 
than 25 days. Alternatively, 
§ 412.23(e)(2)(ii) states that for cost 

reporting periods beginning on or after 
August 5, 1997, a hospital that was first 
excluded from the PPS in 1986 and can 
demonstrate that at least 80 percent of 
its annual Medicare inpatient discharges 
in the 12-month cost reporting period 
ending in FY 1997 have a principal 
diagnosis that reflects a finding of 
neoplastic disease must have an average 
inpatient length of stay for all patients, 
including both Medicare and non- 
Medicare inpatients, of greater than 20 
days. 

b. Hospitals Excluded From the LTCH 
PPS 

The following hospitals are paid 
under special payment provisions, as 
described in § 412.22(c), and therefore, 
are not subject to the LTCH PPS rules: 

• Veterans Administration hospitals. 
• Hospitals that are reimbursed under 

State cost control systems approved 
under 42 CFR Part 403. 

• Hospitals that are reimbursed in 
accordance with demonstration projects 
authorized under section 402(a) of the 
Social Security Amendments of 1967 
(Pub. L. 90–248) (42 U.S.C. 1395b–1) or 
section 222(a) of the Social Security 
Amendments of 1972 (Pub. L. 92–603) 
(42 U.S.C. 1395b–1 (note)) (Statewide 
all-payer systems, subject to the rate-of- 
increase test at section 1814(b) of the 
Act). 

• Nonparticipating hospitals 
furnishing emergency services to 
Medicare beneficiaries. 

3. Limitation on Charges to Beneficiaries 
In the August 30, 2002 final rule, we 

presented an in-depth discussion of 
beneficiary liability under the LTCH 
PPS (67 FR 55974 through 55975). In the 
RY 2005 LTCH PPS final rule (69 FR 
25676), we clarified that the discussion 
of beneficiary liability in the August 30, 
2002 final rule was not meant to 
establish rates or payments for, or define 
Medicare-eligible expenses. Under 
§ 412.507, if the Medicare payment to 
the LTCH is the full LTC–DRG payment 
amount, as consistent with other 
established hospital prospective 
payment systems, a LTCH may not bill 
a Medicare beneficiary for more than the 
deductible and coinsurance amounts as 
specified under § 409.82, § 409.83, and 
§ 409.87 and for items and services as 
specified under § 489.30(a). However, 
under the LTCH PPS, Medicare will 
only pay for days for which the 
beneficiary has coverage until the SSO 
threshold is exceeded. Therefore, if the 
Medicare payment was for a SSO case 
(§ 412.529) that was less than the full 
LTC–DRG payment amount because the 
beneficiary had insufficient remaining 
Medicare days, the LTCH could also 

charge the beneficiary for services 
delivered on those uncovered days 
(§ 412.507). 

4. Administrative Simplification 
Compliance Act (ASCA) and Health 
Insurance Portability and 
Accountability Act (HIPAA) 
Compliance 

Claims submitted to Medicare must 
comply with both the Administrative 
Simplification Compliance Act (ASCA) 
(Pub. L. 107–105), and the Health 
Insurance Portability and 
Accountability Act of 1996 (HIPAA) 
(Pub. L. 104–191). Section 3 of the 
ASCA requires that the Medicare 
Program deny payment under Part A or 
Part B for any expenses incurred for 
items or services ‘‘for which a claim is 
submitted other than in an electronic 
form specified by the Secretary.’’ Section 
1862(h) of the Act (as added by section 
3(a) of the ASCA) provides that the 
Secretary shall waive such denial in two 
specific types of cases and may also 
waive such denial ‘‘in such unusual 
cases as the Secretary finds appropriate’’ 
(68 FR 48805). Section 3 of the ASCA 
operates in the context of the HIPAA 
regulations, which include, among other 
provisions, the transactions and code 
sets standards requirements codified as 
45 CFR parts 160 and 162, subparts A 
and I through R (generally known as the 
Transactions Rule). The Transactions 
Rule requires covered entities, including 
covered health care providers, to 
conduct certain electronic healthcare 
transactions according to the applicable 
transactions and code sets standards. 

B. Medicare Severity Long-Term Care 
Diagnosis-Related Group (MS–LTC– 
DRG) Classifications and Relative 
Weights 

1. Background 

Section 123 of the BBRA requires that 
the Secretary implement a PPS for 
LTCHs (that is, a per discharge system 
with a diagnosis-related group (DRG)- 
based patient classification system 
reflecting the differences in patient 
resources and costs). Section 307(b)(1) 
of the BIPA modified the requirements 
of section 123 of the BBRA by requiring 
that the Secretary examine ‘‘the 
feasibility and the impact of basing 
payment under such a system [the long- 
term care hospital (LTCH) PPS] on the 
use of existing (or refined) hospital 
DRGs that have been modified to 
account for different resource use of 
LTCH patients, as well as the use of the 
most recently available hospital 
discharge data.’’ 

When the LTCH PPS was 
implemented for cost reporting periods 
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beginning on or after October 1, 2002, 
we adopted the same DRG patient 
classification system (that is, the CMS 
DRGs) that was utilized at that time 
under the IPPS. As a component of the 
LTCH PPS, we refer to this patient 
classification system as the ‘‘long-term 
care diagnosis-related groups (LTC– 
DRGs).’’ Although the patient 
classification system used under both 
the LTCH PPS and the IPPS are the 
same, the relative weights are different. 
The established relative weight 
methodology and data used under the 
LTCH PPS result in relative weights 
under the LTCH PPS that reflect ‘‘the 
differences in patient resource use 
* * *’’ of LTCH patients (section 
123(a)(1) of the BBRA (Pub. L. 106– 
113)). 

As part of our efforts to better 
recognize severity of illness among 
patients, in the FY 2008 IPPS final rule 
with comment period (72 FR 47130), the 
MS–DRGs and the Medicare severity 
long-term care diagnosis-related groups 
(MS–LTC–DRGs) were adopted under 
the IPPS and the LTCH PPS, 
respectively, effective beginning 
October 1, 2007 (FY 2008). For a full 
description of the development and 
implementation and rationale for the 
use of the MS–DRGs and MS–LTC– 
DRGs, we refer readers to the FY 2008 
IPPS final rule with comment period (72 
FR 47141 through 47175 and 47277 
through 47299). (We note that, in that 
same final rule, we revised the 
regulations at § 412.503 to specify that 
for LTCH discharges occurring on or 
after October 1, 2007, when applying 
the provisions of 42 CFR part 412, 
subpart O applicable to LTCHs for 
policy descriptions and payment 
calculations, all references to LTC– 
DRGs would be considered a reference 
to MS–LTC–DRGs. For the remainder of 
this section, we present the discussion 
in terms of the current MS–LTC–DRG 
patient classification system unless 
specifically referring to the previous 
LTC–DRG patient classification system 
that was in effect before October 1, 
2007.) We believe the MS–DRGs (and by 
extension, the MS–LTC–DRGs) 
represent a substantial improvement 
over the previous CMS DRGs in their 
ability to differentiate cases based on 
severity of illness and resource 
consumption. 

The MS–DRGs adopted in FY 2008 
represent an increase in the number of 
DRGs by 207 (that is, from 538 to 745) 
(72 FR 47171). In FY 2009, an additional 
MS–DRG was adopted for a total of 746 
distinct groupings (73 FR 48497). For 
FY 2011, we are finalizing our proposal 
to delete one MS–DRG and create two 
new MS–DRGs, for a net gain of one 

MS–DRG, as noted in section II. of the 
preamble of this final rule. This results 
in 747 distinct MS–DRG groupings for 
FY 2011. Consistent with section 123 of 
the BBRA, as amended by section 
307(b)(1) of the BIPA, and § 412.515, we 
use information derived from LTCH PPS 
patient records to classify LTCH 
discharges into distinct MS–LTC–DRGs 
based on clinical characteristics and 
estimated resource needs. We then 
assign an appropriate weight to the MS– 
LTC–DRGs to account for the difference 
in resource use by patients exhibiting 
the case complexity and multiple 
medical problems characteristic of 
LTCHs. 

In a departure from the IPPS, and as 
discussed in greater detail below in 
section VII.B.3.f. of this preamble, we 
use low-volume MS–LTC–DRGs (that is, 
MS–LTC–DRGs with less than 25 LTCH 
cases) in determining the MS–LTC–DRG 
relative weights because LTCHs do not 
typically treat the full range of 
diagnoses as do acute care hospitals. For 
purposes of determining the relative 
weights for the large number of low- 
volume MS–LTC–DRGs, we group all of 
the low-volume MS–LTC–DRGs into 
five quintiles based on average charge 
per discharge. (A detailed discussion of 
the initial development and application 
of the quintile methodology appears in 
the August 30, 2002 LTCH PPS final 
rule (67 FR 55978).) We also account for 
adjustments to payments for short-stay 
outlier (SSO) cases (that is, cases where 
the covered LOS at the LTCH is less 
than or equal to five-sixths of the 
geometric ALOS for the MS–LTC–DRG). 
Furthermore, we make adjustments to 
account for nonmonotonically 
increasing weights, when necessary. 
That is, theoretically, cases under the 
MS–LTC–DRG system that are more 
severe require greater expenditure of 
medical care resources and will result in 
higher average charges such that, in the 
severity levels within a base MS–LTC– 
DRG, the weights should increase 
monotonically with severity from the 
lowest to highest severity level. (We 
discuss nonmonotonicity in greater 
detail and our methodology to adjust the 
RY 2010 MS–LTC–DRG relative weights 
to account for nonmonotonically 
increasing relative weights in section 
VII.B.3.g. (Step 6) of this preamble). 

2. Patient Classifications Into MS–LTC– 
DRGs 

a. Background 

The MS–DRGs (used under the IPPS) 
and the MS–LTC–DRGs (used under the 
LTCH PPS) are based on the CMS DRG 
structure. As noted above in this 
section, we refer to the DRGs under the 

LTCH PPS as MS–LTC–DRGs although 
they are structurally identical to the 
MS–DRGs used under the IPPS. 

The MS–DRGs are organized into 25 
major diagnostic categories (MDCs), 
most of which are based on a particular 
organ system of the body; the remainder 
involve multiple organ systems (such as 
MDC 22, Burns). Within most MDCs, 
cases are then divided into surgical 
DRGs and medical DRGs. Surgical DRGs 
are assigned based on a surgical 
hierarchy that orders operating room 
(O.R.) procedures or groups of O.R. 
procedures by resource intensity. The 
GROUPER software program does not 
recognize all ICD–9–CM procedure 
codes as procedures affecting DRG 
assignment. That is, procedures that are 
not surgical (for example, EKG), or 
minor surgical procedures (for example, 
biopsy of skin and subcutaneous tissue 
(procedure code 86.11)) do not affect the 
MS–LTC–DRG assignment based on 
their presence on the claim. 

Generally, under the LTCH PPS, a 
Medicare payment is made at a 
predetermined specific rate for each 
discharge and that payment varies by 
the MS–LTC–DRG to which a 
beneficiary’s stay is assigned. Cases are 
classified into MS–LTC–DRGs for 
payment based on the following six data 
elements: 

• Principal diagnosis; 
• Additional or secondary diagnoses; 
• Surgical procedures; 
• Age; 
• Sex; and 
• Discharge status of the patient. 
Through FY 2010, the number of 

secondary or additional diagnoses and 
the number of surgical procedures 
considered for MS–DRG assignment was 
limited to eight and six, respectively. 
Elsewhere in this final rule, however, as 
proposed, we are establishing that, for 
claims submitted on the 5010 format 
beginning January 1, 2011, we will 
increase the capacity to process 
diagnosis and procedure codes up to 25 
diagnoses and 25 procedures. This will 
include one principal diagnosis and up 
to 24 secondary diagnoses for severity of 
illness determinations. We refer readers 
to section II.G.11.c. of this preamble for 
a complete discussion of this change. 

Upon the discharge of the patient 
from a LTCH, the LTCH must assign 
appropriate diagnosis and procedure 
codes from the most current version of 
the International Classification of 
Diseases, Ninth Revision, Clinical 
Modification (ICD–9–CM). HIPAA 
Transactions and Code Sets Standards 
regulations at 45 CFR parts 160 and 162 
require that no later than October 16, 
2003, all covered entities must comply 
with the applicable requirements of 
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Subparts A and I through R of Part 162. 
Among other requirements, those 
provisions direct covered entities to use 
the ASC X12N 837 Health Care Claim: 
Institutional, Volumes 1 and 2, Version 
4010, and the applicable standard 
medical data code sets for the 
institutional health care claim or 
equivalent encounter information 
transaction (45 CFR 162.1002 and 45 
CFR 162.1102). For additional 
information on the ICD–9–CM Coding 
System, we refer readers to the FY 2008 
IPPS final rule with comment period (72 
FR 47241 through 47243 and 47277 
through 47281). We also refer readers to 
the detailed discussion on correct 
coding practices in the August 30, 2002 
LTCH PPS final rule (67 FR 55981 
through 55983). Additional coding 
instructions and examples are published 
in the Coding Clinic for ICD–9–CM, a 
product of the American Hospital 
Association. (We refer readers to section 
II.G.11. of this preamble for additional 
information on the annual revisions to 
the ICD–9–CM codes.) 

With respect to the ICD–9–CM coding 
system, we have been discussing the 
conversion to the ICD–10–CM and the 
ICD–10–PCS coding systems for many 
years. As is discussed in detail in 
section II.G.11. of this preamble, the 
ICD–10 coding systems applicable to 
hospital inpatient services will be 
implemented on October 1, 2013. In 
order for the industry to make the 
necessary conversions from ICD–9–CM 
to ICD–10–CM and ICD–10–PCS, we 
proposed, through the ICD–9–CM 
Coordination and Maintenance 
Committee, to consider a moratorium on 
updates to the ICD–9–CM and ICD–10 
coding sets. We refer readers to section 
II.G.11. of this preamble for additional 
information on the adoption of ICD–10– 
CM and ICD–10–PCS. 

To create the MS–DRGs (and by 
extension, the MS–LTC–DRGs), 
individual DRGs were subdivided 
according to the presence of specific 
secondary diagnoses designated as 
complications or comorbidities (CCs) 
into three, two, or one level, depending 
on the impact of the CCs on resources 
used for those cases. Specifically, there 
are sets of MS–DRGs that are split into 
2 or 3 subgroups based on the presence 
or absence of a CC or a major 
complication and comorbidity (MCC). 
We refer readers to section II.D. of the 
FY 2008 IPPS final rule with comment 
period for a detailed discussion about 
the creation of MS–DRGs based on 
severity of illness levels (72 FR 47141 
through 47175). 

Medicare contractors (that is, fiscal 
intermediaries and MACs) enter the 
clinical and demographic information 

submitted by LTCHs into their claims 
processing systems and subject this 
information to a series of automated 
screening processes called the Medicare 
Code Editor (MCE). These screens are 
designed to identify cases that require 
further review before assignment into a 
MS–LTC–DRG can be made. During this 
process, certain cases are selected for 
further development (74 FR 43949). 

After screening through the MCE, 
each claim is classified into the 
appropriate MS–LTC–DRG by the 
Medicare LTCH GROUPER software on 
the basis of diagnosis and procedure 
codes and other demographic 
information (age, sex, and discharge 
status). The GROUPER software used 
under the LTCH PPS is the same 
GROUPER software program used under 
the IPPS. Following the MS–LTC–DRG 
assignment, the Medicare contractor 
determines the prospective payment 
amount by using the Medicare PRICER 
program, which accounts for hospital- 
specific adjustments. Under the LTCH 
PPS, we provide an opportunity for 
LTCHs to review the MS–LTC–DRG 
assignments made by the Medicare 
contractor and to submit additional 
information within a specified 
timeframe as provided in § 412.513(c). 

The GROUPER software is used both 
to classify past cases to measure relative 
hospital resource consumption to 
establish the MS–LTC–DRG weights and 
to classify current cases for purposes of 
determining payment. The records for 
all Medicare hospital inpatient 
discharges are maintained in the 
MedPAR file. The data in this file are 
used to evaluate possible MS–DRG and 
MS–LTC–DRG classification changes 
and to recalibrate the MS–DRG and MS– 
LTC–DRG relative weights during our 
annual update under both the IPPS 
(§ 412.60(e)) and the LTCH PPS 
(§ 412.517), respectively. 

b. Changes to the MS–LTC–DRGs for 
FY 2011 

As specified by our regulations at 
§ 412.517(a), which requires that the 
LTC–MS–DRG classifications and 
relative weights be updated annually 
and consistent with our historical 
practice of using the same patient 
classification system under the LTCH 
PPS as is used under the IPPS, in this 
final rule, as was proposed we are 
updating the MS–LTC–DRG 
classifications effective October 1, 2010, 
through September 30, 2011 (FY 2011) 
consistent with the changes to specific 
MS–DRG classifications presented 
above in section II.G. of this final rule 
(that is, GROUPER Version 28.0). 
Therefore, the MS–LTC–DRGs for FY 
2011 presented in this final rule are the 

same as the MS–DRGs that will be used 
under the IPPS for FY 2011. In addition, 
because the MS–LTC–DRGs for FY 2011 
are the same as the MS–DRGs for FY 
2011, the other changes that affect MS– 
DRG (and by extension MS–LTC–DRG) 
assignments under Version 28.0 of the 
GROUPER discussed in section II.G. of 
the preamble of this final rule, including 
the changes to the MCE software and 
changes to the ICD–9–CM coding 
system, are also applicable under the 
LTCH PPS for FY 2011. 

3. Development of the FY 2011 
MS–LTC–DRG Relative Weights 

a. General Overview of the Development 
of the MS–LTC–DRG Relative Weights 

As we stated in the August 30, 2002 
LTCH PPS final rule (67 FR 55984), one 
of the primary goals for the 
implementation of the LTCH PPS is to 
pay each LTCH an appropriate amount 
for the efficient delivery of medical care 
to Medicare patients. The system must 
be able to account adequately for each 
LTCH’s case-mix in order to ensure both 
fair distribution of Medicare payments 
and access to adequate care for those 
Medicare patients whose care is more 
costly. To accomplish these goals, we 
have annually adjusted the LTCH PPS 
standard Federal prospective payment 
system rate by the applicable relative 
weight in determining payment to 
LTCHs for each case. 

Although the adoption of the 
MS–LTC–DRGs resulted in some 
modifications of existing procedures for 
assigning weights in cases of zero 
volume and/or nonmonotonicity (as 
discussed in the FY 2008 IPPS final rule 
with comment period (72 FR 47289 
through 47295) and the FY 2009 IPPS 
final rule (73 FR 48542 through 48550)), 
the basic methodology for developing 
the FY 2011 MS–LTC–DRG relative 
weights in this final rule continues to be 
determined in accordance with the 
general methodology established in the 
August 30, 2002 LTCH PPS final rule 
(67 FR 55989 through 55991). Under the 
LTCH PPS, relative weights for each 
MS–LTC–DRG are a primary element 
used to account for the variations in cost 
per discharge and resource utilization 
among the payment groups (§ 412.515). 
To ensure that Medicare patients 
classified to each MS–LTC–DRG have 
access to an appropriate level of services 
and to encourage efficiency, we 
calculate a relative weight for each MS– 
LTC–DRG that represents the resources 
needed by an average inpatient LTCH 
case in that MS–LTC–DRG. For 
example, cases in an MS–LTC–DRG 
with a relative weight of 2 will, on 
average, cost twice as much to treat as 
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cases in an MS–LTC–DRG with a 
relative weight of 1. 

b. Development of the MS–LTC–DRG 
Relative Weights for FY 2011 

Beginning with the FY 2008 update, 
we established a budget neutral 
requirement for the annual update to the 
MS–LTC–DRG classifications and 
relative weights at § 412.517(b) (in 
conjunction with § 412.503), such that 
estimated aggregate LTCH PPS 
payments would be unaffected, that is, 
would be neither greater than nor less 
than the estimated aggregate LTCH PPS 
payments that would have been made 
without the classification and relative 
weight changes (RY 2008 LTCH PPS 
final rule (May 11, 2007; 72 FR 26882 
through 26884)). Consistent with 
§ 412.517(b), we apply a two-step 
budget neutrality methodology, which is 
based on the current year MS–LTC–DRG 
classifications and relative weights. 
(For additional information on the 
established two-step budget neutrality 
methodology, we refer readers to the FY 
2008 IPPS final rule (72 FR 47295 
through 47296).) As was proposed, for 
this final rule the annual update to the 
MS–LTC–DRG classifications and 
relative weights for FY 2011 is based on 
the FY 2010 MS–LTC–DRG 
classifications and relative weights. 

c. Data 
In both the May 4, 2010 FY 2011 

IPPS/LTCH PPS proposed rule (75 FR 
24023 through 24043) and the June 2, 
2010 FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 
30970 and 30971), we proposed to 
calculate the proposed MS–LTC–DRG 
relative weights for FY 2011 using total 
charges from FY 2009 Medicare LTCH 
bill data from the December 2009 
update of the FY 2009 MedPAR file, 
which were the best available data at 
that time, and to use the proposed 
Version 28.0 of the GROUPER to classify 
LTCH cases. We also proposed that if 
more recent data become available, we 
would use those data and the finalized 
Version 28.0 of the GROUPER in 
establishing the FY 2011 MS–LTC–DRG 
relative weights in the final rule. 

In this final rule, to calculate the MS– 
LTC–DRG relative weights for FY 2011, 
we obtained total charges from FY 2009 
Medicare LTCH bill data from the 
March 2010 update of the MedPAR file, 
which are the best available data at this 
time, and used the final Version 28.0 of 
the GROUPER to classify LTCH cases. 

Consistent with our historical 
methodology, we proposed to exclude 
the data from LTCHs that are all- 
inclusive rate providers and LTCHs that 
are reimbursed in accordance with 

demonstration projects authorized 
under section 402(a) of Public Law 90– 
248 or section 222(a) of Public Law 92– 
603. In addition, as is the case with the 
IPPS, Medicare Advantage (Part C) 
claims are now included in the MedPAR 
files (74 FR 43808). Consistent with 
IPPS policy, we proposed to exclude 
such claims in the calculations for the 
relative weights under the LTCH PPS 
that are used to determine payments for 
fee-for-service Medicare claims. 
Specifically, we added an edit to the 
relative weight calculation to remove 
any claims from the MedPAR files that 
have a GHO Paid indicator value of ‘‘1,’’ 
which effectively removes Medicare 
Advantage claims from the relative 
weight calculations (73 FR 48532). We 
received one comment on these 
proposals. Therefore, in the 
development of the FY 2011 MS–LTC– 
DRG relative weights in this final rule, 
as we proposed, we excluded the data 
of 13 all-inclusive rate providers and the 
2 LTCHs that are paid in accordance 
with demonstration projects that had 
claims in the FY 2009 MedPAR file, as 
well as any Medicare Advantage claims. 

Comment: One commenter expressed 
concern that the proposed FY 2011 
MS–LTC–DRG relative weights were 
computed using covered charges instead 
of total charges. The commenter 
requested that CMS explain the 
rationale if it changed its methodology 
for computing the MS–LTC–DRG 
relative weights using covered charges. 

Response: When we implemented the 
LTCH PPS in the FY 2003 LTCH PPS 
final rule (67 FR 55984), we established 
a policy of determining the LTC–DRG 
relative weights and average length of 
stay based on total charges and total 
days. Consistent with our established 
policy, in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24024), we 
proposed to calculate the proposed MS– 
LTC–DRG relative weights for FY 2011 
using ‘‘total’’ charges from FY 2009 
Medicare LTCH bill data from the 
MedPAR file. We did not change our 
methodology and we have verified that 
the proposed FY 2011 MS–LTC–DRG 
relative weights were calculated using 
total charges, not covered charges. 
Furthermore, as stated above, the FY 
2011 MS–LTC–DRG relative weights 
established in this final rule were 
calculated using total charges. 

d. Hospital-Specific Relative Value 
(HSRV) Methodology 

By nature, LTCHs often specialize in 
certain areas, such as ventilator- 
dependent patients and rehabilitation 
and wound care. Some case types 
(DRGs) may be treated, to a large extent, 
in hospitals that have, from a 

perspective of charges, relatively high 
(or low) charges. This nonrandom 
distribution of cases with relatively high 
(or low) charges in specific 
MS–LTC–DRGs has the potential to 
inappropriately distort the measure of 
average charges. To account for the fact 
that cases may not be randomly 
distributed across LTCHs, consistent 
with the methodology we have used 
since the implementation of the LTCH 
PPS, as we proposed, we continue to 
use a hospital-specific relative value 
(HSRV) methodology to calculate the 
MS–LTC–DRG relative weights. We 
believe this method removes this 
hospital-specific source of bias in 
measuring LTCH average charges (67 FR 
55985). Specifically, we reduce the 
impact of the variation in charges across 
providers on any particular MS–LTC– 
DRG relative weight by converting each 
LTCH’s charge for a case to a relative 
value based on that LTCH’s average 
charge. 

Under the HSRV methodology, we 
standardize charges for each LTCH by 
converting its charges for each case to 
hospital-specific relative charge values 
and then adjust those values for the 
LTCH’s case-mix. The adjustment for 
case-mix is needed to rescale the 
hospital-specific relative charge values 
(which, by definition, average 1.0 for 
each LTCH). The average relative weight 
for a LTCH is its case-mix, so it is 
reasonable to scale each LTCH’s average 
relative charge value by its case-mix. In 
this way, each LTCH’s relative charge 
value is adjusted by its case-mix to an 
average that reflects the complexity of 
the cases it treats relative to the 
complexity of the cases treated by all 
other LTCHs (the average case-mix of all 
LTCHs). 

In accordance with our established 
methodology, as we proposed, we 
continue to standardize charges for each 
case by first dividing the adjusted 
charge for the case (adjusted for SSOs 
under § 412.529 as described in section 
VII.B.3.g. (step 3) of the preamble of this 
final rule) by the average adjusted 
charge for all cases at the LTCH in 
which the case was treated. SSO cases 
are cases with a length of stay that is 
less than or equal to five-sixths the 
average length of stay of the MS–LTC– 
DRG (§ 412.529 and § 412.503). The 
average adjusted charge reflects the 
average intensity of the health care 
services delivered by a particular LTCH 
and the average cost level of that LTCH. 
The resulting ratio is multiplied by that 
LTCH’s case-mix index to determine the 
standardized charge for the case. (67 FR 
55989) 

Multiplying by the LTCH’s case-mix 
index accounts for the fact that the same 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00329 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50370 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

relative charges are given greater weight 
at a LTCH with higher average costs 
than they would at a LTCH with low 
average costs, which is needed to adjust 
each LTCH’s relative charge value to 
reflect its case-mix relative to the 
average case-mix for all LTCHs. Because 
we standardize charges in this manner, 
we count charges for a Medicare patient 
at a LTCH with high average charges as 
less resource intensive than they would 
be at a LTCH with low average charges. 
For example, a $10,000 charge for a case 
at a LTCH with an average adjusted 
charge of $17,500 reflects a higher level 
of relative resource use than a $10,000 
charge for a case at a LTCH with the 
same case-mix, but an average adjusted 
charge of $35,000. We believe that the 
adjusted charge of an individual case 
more accurately reflects actual resource 
use for an individual LTCH because the 
variation in charges due to systematic 
differences in the markup of charges 
among LTCHs is taken into account. 

e. Treatment of Severity Levels in 
Developing the MS–LTC–DRG Relative 
Weights 

For purposes of determining the MS– 
LTC–DRG relative weights, there are 
three different categories of DRGs based 
on volume of cases within specific MS– 
LTC–DRGs. MS–LTC–DRGs with at least 
25 cases are each assigned a unique 
relative weight; low-volume MS–LTC– 
DRGs (that is, MS–LTC–DRGs that 
contain between 1 and 24 cases based 
on a given year’s claims data) are 
grouped into quintiles (as described 
below) and assigned the relative weight 
of the quintile. No-volume MS–LTC– 
DRGs (that is, no cases in the given 
year’s claims data were assigned to 
those MS–LTC–DRGs) are cross-walked 
to other MS–LTC–DRGs based on the 
clinical similarities and assigned the 
relative weight of the cross-walked MS– 
LTC–DRG (as described in greater detail 
below). (We provide in-depth 
discussions of our policy regarding 
weight-setting for low-volume MS– 
LTC–DRGs in section VII.B.3.f. of the 
preamble of this final rule and for no- 
volume MS–LTC–DRGs, under Step 5 in 
section VII.B.3.g. of the preamble of this 
final rule.) 

As also noted above, while the LTCH 
PPS and the IPPS use the same patient 
classification system, the methodology 
that is used to set the DRG relative 
weights for use in each payment system 
differs because the overall volume of 
cases in the LTCH PPS is much less 
than in the IPPS. In general, consistent 
with our existing methodology, as we 
proposed, we used the following steps 
to determine the FY 2011 MS–LTC–DRG 

relative weights: (1) If a MS–LTC–DRG 
has at least 25 cases, it is assigned its 
own relative weight; (2) if a MS–LTC– 
DRG has between 1 and 24 cases, it is 
assigned to a quintile for which we 
compute a relative weight for all of the 
MS–LTC–DRGs assigned to that 
quintile; and (3) if a MS–LTC–DRG has 
no cases, it is cross-walked to another 
MS–LTC–DRG based upon clinical 
similarities to assign an appropriate 
relative weight (as described below in 
detail in Step 5 of section VII.B.3.g. of 
this preamble). Furthermore, in 
determining the FY 2011 MS–LTC–DRG 
relative weights, when necessary, as we 
proposed, we made adjustments to 
account for nonmonotonicity, as 
discussed in greater detail below in Step 
6 of section VII.B.3.g. of this preamble. 
We refer readers to the discussion in the 
FY 2010 IPPS/RY LTCH PPS final rule 
for our rationale for including an 
adjustment for nonmonotonicity (74 FR 
43953 through 43954). 

f. Low-Volume MS–LTC–DRGs 
In order to account for MS–LTC– 

DRGs with low volume (that is, with 
fewer than 25 LTCH cases), consistent 
with our existing methodology and as 
we proposed, for purposes of 
determining the MS–LTC–DRG relative 
weights, we continue to employ the 
quintile methodology for low-volume 
MS–LTC–DRGs, such that we group 
those ‘‘low-volume MS–LTC–DRGs’’ 
(that is, MS–LTC–DRGs that contained 
between 1 and 24 cases annually) into 
one of five categories (quintiles) based 
on average charges (67 FR 55984 
through 55995 and 72 FR 47283 through 
47288). In determining the FY 2011 
MS–LTC–DRG relative weights in this 
final rule, in cases where the initial 
assignment of a low-volume MS–LTC– 
DRG to quintiles resulted in 
nonmonotonicity within a base-DRG, in 
order to ensure appropriate Medicare 
payments, consistent with our historical 
methodology and as we proposed, we 
made adjustments to the treatment of 
low-volume MS–LTC–DRGs to preserve 
monotonicity, as discussed in detail 
below in section VII.B.3.g. (Step 6) in 
this preamble. 

In this final rule, using LTCH cases 
from the March 2010 update of the FY 
2009 MedPAR file, we identified 283 
MS–LTC–DRGs that contained between 
1 and 24 cases. This list of MS–LTC– 
DRGs was then divided into one of the 
5 low-volume quintiles, each containing 
a minimum of 56 MS–LTC–DRGs (283/ 
5 = 56 with 3 MS–LTC–DRG as the 
remainder). We assigned a low-volume 
MS–LTC–DRG to a specific low-volume 
quintile by sorting the low-volume MS– 

LTC–DRGs in ascending order by 
average charge in accordance with our 
established methodology. Furthermore, 
because the number of MS–LTC–DRGs 
with less than 25 cases was not evenly 
divisible by 5, the average charge of the 
low-volume quintile was used to 
determine which of the low-volume 
quintiles would contain the 3 additional 
low-volume MS–LTC–DRGs. 
Specifically, after organizing the MS– 
LTC–DRGs by ascending order by 
average charge, we assigned the first 
fifth (1st through 56th) of low-volume 
MS–LTC–DRGs (with the lowest average 
charge) into Quintile 1. The MS–LTC– 
DRGs with the highest average charge 
cases are assigned into Quintile 5. 
Because the average charge of the 57th 
low-volume MS–LTC–DRG in the sorted 
list is closer to the average charge of the 
56th low-volume MS–LTC–DRG 
(assigned to Quintile 1) than to the 
average charge of the 58th low-volume 
MS–LTC–DRG (assigned to Quintile 2), 
we assigned it to Quintile 1 (such that 
Quintile 1 contains 57 low-volume MS– 
LTC–DRGs before any adjustments for 
nonmonotonicity, as discussed below). 
This process was repeated through the 
remaining low-volume MS–LTC–DRGs 
so that 2 of the 5 low-volume quintiles 
contain 56 MS–LTC–DRGs (Quintiles 4 
and 5) and the other 3 low-volume 
quintiles contain 57 MS–LTC–DRGs 
(Quintiles 1, 2, and 3). 

Accordingly, in order to determine 
the FY 2011 relative weights for the 
MS–LTC–DRGs with low volume, we 
used the 5 low-volume quintiles 
described above. The composition of 
each of the 5 low-volume quintiles 
shown in the chart below was used in 
determining the FY 2011 MS–LTC–DRG 
relative weights (as shown in Table 11 
of the Addendum to this final rule). We 
determined a relative weight and 
(geometric) average length of stay for 
each of the 5 low-volume quintiles 
using the methodology that we applied 
to the MS–LTC–DRGs (25 or more 
cases), as described in section VII.B.3.g. 
of the preamble of this final rule. We 
assigned the same relative weight and 
average length of stay to each of the low- 
volume MS–LTC–DRGs that make up an 
individual low-volume quintile. We 
note that, as this system is dynamic, it 
is possible that the number and specific 
type of MS–LTC–DRGs with a low 
volume of LTCH cases will vary in the 
future. We used the best available 
claims data in the MedPAR file to 
identify low-volume MS–LTC–DRGs 
and to calculate the relative weights 
based on our methodology. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We note that we will continue to 
monitor the volume (that is, the number 
of LTCH cases) in the low-volume 
quintiles to ensure that our quintile 
assignments used in determining the 
MS–LTC–DRG relative weights result in 
appropriate payment for such cases and 
do not result in an unintended financial 
incentive for LTCHs to inappropriately 
admit these types of cases. 

g. Steps for Determining the FY 2011 
MS–LTC–DRG Relative Weights 

In the FY 2011 IPPS/LTCH PPS 
proposed and supplemental proposed 
rules, we proposed, in general, to 
determine the FY 2011 MS–LTC–DRG 
relative weights based on our existing 
methodology. We received no comment 
on this proposal and are adopting it as 
final in this final rule. For additional 
information on the original 
development of this methodology, and 
modifications to it since the adoption of 
the MS–LTC–DRGs, we refer readers to 
the August 30, 2002 LTCH PPS final 
rule (67 FR 55989 through 55995) and 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43951 through 43966). 

In summary, for FY 2011, to 
determine the FY 2011 MS–LTC–DRG 
relative weights, we grouped LTCH 
cases to the appropriate MS–LTC–DRG, 
while taking into account the low- 
volume MS–LTC–DRGs (as described 
above). After grouping the cases to the 
appropriate MS–LTC–DRG (or low- 
volume quintile), we calculated the FY 
2011 relative weights by first removing 
statistical outliers and cases with a 
length of stay of 7 days or less (as 
discussed in greater detail below). Next, 
we adjusted the number of cases in each 
MS–LTC–DRG (or low-volume quintile) 
for the effect of SSO cases (step 3 

below). After removing statistical 
outliers (step 1 below) and cases with a 
length of stay of less than 8 days (step 
2 below), the SSO adjusted discharges 
and corresponding charges were then 
used to calculate ‘‘relative adjusted 
weights’’ for each MS–LTC–DRG (or 
low-volume quintile) using the HSRV 
method. 

Below we discuss in detail the steps 
for calculating the FY 2011 MS–LTC– 
DRG relative weights. We received no 
comments on our proposed steps for 
calculating the FY 2011 MS–LTC–DRG 
relative weights. Therefore, for the 
reasons described above, we are 
employing our proposed methodology 
to calculate the FY 2011 MS–LTC–DRG 
relative weights discussed below. We 
note that, as we stated in section 
VII.B.3.c. of this preamble, we excluded 
the data of all-inclusive rate LTCHs, 
LTCHs that are paid in accordance with 
demonstration projects, and any 
Medicare Advantage claims in the FY 
2009 MedPAR file. 

Step 1—Remove statistical outliers. 
The first step in the calculation of the 

FY 2011 MS–LTC–DRG relative weights 
is to remove statistical outlier cases. 
Consistent with our historical relative 
weight methodology, we continue to 
define statistical outliers as cases that 
are outside of 3.0 standard deviations 
from the mean of the log distribution of 
both charges per case and the charges 
per day for each MS–LTC–DRG. These 
statistical outliers are removed prior to 
calculating the relative weights because 
we believe that they may represent 
aberrations in the data that distort the 
measure of average resource use. 
Including those LTCH cases in the 
calculation of the relative weights could 
result in an inaccurate relative weight 

that does not truly reflect relative 
resource use among the MS–LTC–DRGs. 
(For additional information on this step 
of the relative weight methodology, we 
refer readers to 67 FR 55989 and 74 FR 
43959.) 

Step 2—Remove cases with a length 
of stay of 7 days or less. 

The MS–LTC–DRG relative weights 
reflect the average of resources used on 
representative cases of a specific type. 
Generally, cases with a length of stay of 
7 days or less do not belong in a LTCH 
because these stays do not fully receive 
or benefit from treatment that is typical 
in a LTCH stay, and full resources are 
often not used in the earlier stages of 
admission to a LTCH. If we were to 
include stays of 7 days or less in the 
computation of the FY 2011 MS–LTC– 
DRG relative weights, the value of many 
relative weights would decrease and, 
therefore, payments would decrease to a 
level that may no longer be appropriate. 
We do not believe that it would be 
appropriate to compromise the integrity 
of the payment determination for those 
LTCH cases that actually benefit from 
and receive a full course of treatment at 
a LTCH by including data from these 
very short-stays. Therefore, consistent 
with our historical relative weight 
methodology, in determining the FY 
2011 MS–LTC–DRG relative weights, as 
proposed, we removed LTCH cases with 
a length of stay of 7 days or less. (For 
additional information on this step of 
the relative weight methodology, we 
refer readers to 67 FR 55989 and 74 FR 
43959.) 

Step 3—Adjust charges for the effects 
of SSOs. 

After removing cases with a length of 
stay of 7 days or less, we are left with 
cases that have a length of stay of greater 
than or equal to 8 days. As the next step 
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in the calculation of the FY 2011 MS– 
LTC–DRG relative weights, consistent 
with our historical relative weight 
methodology, as proposed, we adjusted 
each LTCH’s charges per discharge for 
those remaining cases for the effects of 
SSOs (as defined in § 412.529(a) in 
conjunction with § 412.503). 

We make this adjustment by counting 
an SSO case as a fraction of a discharge 
based on the ratio of the length of stay 
of the case to the average length of stay 
for the MS–LTC–DRG for non-SSO 
cases. This has the effect of 
proportionately reducing the impact of 
the lower charges for the SSO cases in 
calculating the average charge for the 
MS–LTC–DRG. This process produces 
the same result as if the actual charges 
per discharge of an SSO case were 
adjusted to what they would have been 
had the patient’s length of stay been 
equal to the average length of stay of the 
MS–LTC–DRG. 

Counting SSO cases as full discharges 
with no adjustment in determining the 
RY 2011 MS–LTC–DRG relative weights 
would lower the FY 2011 MS–LTC–DRG 
relative weight for affected MS–LTC– 
DRGs because the relatively lower 
charges of the SSO cases would bring 
down the average charge for all cases 
within an MS–LTC–DRG. This would 
result in an ‘‘underpayment’’ for non- 
SSO cases and an ‘‘overpayment’’ for 
SSO cases. Therefore, as proposed, we 
adjust for SSO cases under § 412.529 in 
this manner because it results in more 
appropriate payments for all LTCH 
cases. (For additional information on 
this step of the relative weight 
methodology, we refer readers to 67 FR 
55989 and 74 FR 43959.) 

Step 4—Calculate the FY 2011 MS– 
LTC–DRG relative weights on an 
iterative basis. 

Consistent with our historical relative 
weight methodology, we calculate the 
FY 2011 MS–LTC–DRG relative weights 
using the HSRV methodology, which is 
an iterative process. First, for each 
LTCH case, we calculate a hospital- 
specific relative charge value by 
dividing the SSO adjusted charge per 
discharge (see Step 3) of the LTCH case 
(after removing the statistical outliers 
(see Step 1)) and LTCH cases with a 
length of stay of 7 days or less (see Step 
2) by the average charge per discharge 
for the LTCH in which the case 
occurred. The resulting ratio is then 
multiplied by the LTCH’s case-mix 
index to produce an adjusted hospital- 
specific relative charge value for the 
case. An initial case-mix index value of 
1.0 is used for each LTCH. 

As proposed, for each MS–LTC–DRG, 
the FY 2011 relative weight was 
calculated by dividing the average of the 

adjusted hospital-specific relative 
charge values (from above) for the MS– 
LTC–DRG by the overall average 
hospital-specific relative charge value 
across all cases for all LTCHs. Using 
these recalculated MS–LTC–DRG 
relative weights, each LTCH’s average 
relative weight for all of its cases (that 
is, its case-mix) was calculated by 
dividing the sum of all the LTCH’s MS– 
LTC–DRG relative weights by its total 
number of cases. The LTCHs’ hospital- 
specific relative charge values above 
were multiplied by these hospital- 
specific case-mix indexes. These 
hospital-specific case-mix adjusted 
relative charge values were then used to 
calculate a new set of MS–LTC–DRG 
relative weights across all LTCHs. This 
iterative process was continued until 
there was convergence between the 
weights produced at adjacent steps, for 
example, when the maximum difference 
was less than 0.0001. 

Step 5—Determine a FY 2011 relative 
weight for MS–LTC–DRGs with no 
LTCH cases. 

As we stated above, as proposed, we 
determined the FY 2011 relative weight 
for each MS–LTC–DRG using total 
Medicare allowable total charges 
reported in the best available LTCH 
claims data (that is, the March 2010 
update of the FY 2009 MedPAR file for 
this final rule). Using these data, we 
identified a number of MS–LTC–DRGs 
for which there were no LTCH cases in 
the database, such that no patients who 
would have been classified to those 
MS–LTC–DRGs were treated in LTCHs 
during FY 2009 and, therefore, no 
charge data were available for these 
MS–LTC–DRGs. Thus, in the process of 
determining the MS–LTC–DRG relative 
weights, we were unable to calculate 
relative weights for the MS–LTC–DRGs 
with no LTCH cases using the 
methodology described in Steps 1 
through 4 above. However, because 
patients with a number of the diagnoses 
under these MS–LTC–DRGs may be 
treated at LTCHs, consistent with our 
historical methodology, as proposed, we 
assigned a relative weight to each of the 
no-volume MS–LTC–DRGs based on 
clinical similarity and relative costliness 
(with the exception of ‘‘transplant’’ MS– 
LTC–DRGs and ‘‘error’’ MS–LTC–DRGs, 
as discussed below). (For additional 
information on this step of the relative 
weight methodology, we refer readers to 
67 FR 55991 and 74 FR 43959 through 
43960.) 

In general, we determined FY 2011 
relative weights for the MS–LTC–DRGs 
with no LTCH cases in the FY 2009 
MedPAR file used in this final rule (that 
is, ‘‘no-volume’’ MS–LTC–DRGs) by 
cross-walking each no-volume MS– 

LTC–DRG to another MS–LTC–DRG 
with a calculated relative weight 
(determined in accordance with the 
methodology described above). Then, 
the ‘‘no-volume’’ MS–LTC–DRG was 
assigned the same relative weight (and 
average length of stay) of the MS–LTC– 
DRG to which it was cross-walked (as 
described in greater detail below). 

Of the 747 MS–LTC–DRGs for FY 
2011, we identified 223 MS–LTC–DRGs 
for which there were no LTCH cases in 
the database (including the 8 
‘‘transplant’’ MS–LTC–DRGs and 2 
‘‘error’’ MS–LTC–DRGs). As stated 
above, as proposed, for this final rule we 
assigned relative weights for each of the 
213 no-volume MS–LTC–DRGs (with 
the exception of the 8 ‘‘transplant’’ MS– 
LTC–DRGs and the 2 ‘‘error’’ MS–LTC– 
DRGs, which are discussed below) 
based on clinical similarity and relative 
costliness to one of the remaining 524 
(747¥223 = 524) MS–LTC–DRGs for 
which we were able to determine 
relative weights based on FY 2009 
LTCH claims data using the steps 
described above. (For the remainder of 
this discussion, we refer to the ‘‘cross- 
walked’’ MS–LTC–DRGs as the MS– 
LTC–DRGs to which we crosswalk one 
of the 213 ‘‘no volume’’ MS–LTC–DRGs 
for purposes of determining a relative 
weight.) Then, we assigned the no- 
volume MS–LTC–DRG the relative 
weight of the cross-walked MS–LTC– 
DRG. (As explained below in Step 6, 
when necessary, we made adjustments 
to account for nonmonotonicity.) 

For this final rule, there are the same 
213 ‘‘no volume’’ MS–LTC–DRGs that 
there were in the May 4, 2010 FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24036 through 24041). We did not 
receive any public comments on our 
proposed methodology for determining 
FY 2011 relative weights for these no- 
volume MS–LTC–DRGs and, therefore, 
for the reasons described above, we are 
adopting it as final. For reference, below 
we describe the methodology that was 
used to determine FY 2011 relative 
weights for the no-volume MS–LTC– 
DRGs. We crosswalked the no-volume 
MS–LTC–DRG to a MS–LTC–DRG for 
which there were LTCH cases in the FY 
2009 MedPAR file and to which it was 
similar clinically in intensity of use of 
resources and relative costliness as 
determined by criteria such as care 
provided during the period of time 
surrounding surgery, surgical approach 
(if applicable), length of time of surgical 
procedure, postoperative care, and 
length of stay. We evaluated the relative 
costliness in determining the applicable 
MS–LTC–DRG to which a no-volume 
MS–LTC–DRG was cross-walked in 
order to assign an appropriate relative 
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weight for the no-volume MS–LTC– 
DRGs in FY 2011. (For more detail on 
our process for evaluating relative 
costliness, we refer readers to the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(73 FR 48543).) We believe in the rare 
event that there would be a few LTCH 
cases grouped to one of the no-volume 
MS–LTC–DRGs in FY 2011, the relative 
weights assigned based on the cross- 
walked MS–LTC–DRGs would result in 
an appropriate LTCH PPS payment 
because the crosswalks, which are based 
on similar clinical similarity and 
relative costliness, generally require 
equivalent relative resource use. 

We then assigned the relative weight 
of the cross-walked MS–LTC–DRG as 
the relative weight for the no-volume 

MS–LTC–DRG such that both of these 
MS–LTC–DRGs (that is, the no-volume 
MS–LTC–DRG and the cross-walked 
MS–LTC–DRG) have the same relative 
weight for FY 2011. We note that if the 
cross-walked MS–LTC–DRG had 25 
cases or more, its relative weight, which 
was calculated using the methodology 
described in Steps 1 through 4 above, 
was assigned to the no-volume MS– 
LTC–DRG as well. Similarly, if the MS– 
LTC–DRG to which the no-volume MS– 
LTC–DRG is cross-walked had 24 or less 
cases and, therefore, was designated to 
one of the low-volume quintiles for 
purposes of determining the relative 
weights, we assigned the relative weight 
of the applicable low-volume quintile to 
the no-volume MS–LTC–DRG such that 

both of these MS–LTC–DRGs (that is, 
the no-volume MS–LTC–DRG and the 
cross-walked MS–LTC–DRG) have the 
same relative weight for FY 2011. (As 
we noted above, in the infrequent case 
where nonmonotonicity involving a no- 
volume MS–LTC–DRG results, 
additional adjustments as described in 
Step 6 are required in order to maintain 
monotonically increasing relative 
weights.) 

For this final rule, a list of the no- 
volume MS–LTC–DRGs and the MS– 
LTC–DRG to which it is cross-walked 
(that is, the cross-walked MS–LTC– 
DRG) for FY 2011 is shown in the chart 
below. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

To illustrate this methodology for 
determining the relative weights for the 
FY 2011 MS–LTC–DRGs with no LTCH 
cases, we are providing the following 
example, which refers to the no-volume 
MS–LTC–DRGs crosswalk information 
for FY 2011 provided in the chart above. 

Example: There were no cases in the 
FY 2009 MedPAR file used for this final 
rule for MS–LTC–DRG 61 (Acute 
Ischemic Stroke with Use of 
Thrombolytic Agent with MCC). We 
determined that MS–LTC–DRG 70 
(Nonspecific Cebrovascular Disorders 
with MCC) was similar clinically and 

based on resource use to MS–LTC–DRG 
61. Therefore, we assigned the same 
relative weight of MS–LTC–DRG 70 of 
0.9165 for FY 2011 to MS–LTC–DRG 61 
(Table 11 of the Addendum to this final 
rule). 

Again, we note that, as this system is 
dynamic, it is entirely possible that the 
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number of MS–LTC–DRGs with no 
volume of LTCH cases based on the 
system will vary in the future. We used 
the most recent available claims data in 
the MedPAR file to identify no-volume 
MS–LTC–DRGs and to determine the 
relative weights in this final rule. 

Furthermore, for FY 2011, consistent 
with our historical relative weight 
methodology and as we proposed, we 
established MS–LTC–DRG relative 
weights of 0.0000 for the following 
transplant MS–LTC–DRGs: Heart 
Transplant or Implant of Heart Assist 
System with MCC (MS–LTC–DRG 1); 
Heart Transplant or Implant of Heart 
Assist System without MCC (MS–LTC– 
DRG 2); Liver Transplant with MCC or 
Intestinal Transplant (MS–LTC–DRG 5); 
Liver Transplant without MCC (MS– 
LTC–DRG 6); Lung Transplant (MS– 
LTC–DRG 7); Simultaneous Pancreas/ 
Kidney Transplant (MS–LTC–DRG 8); 
Pancreas Transplant (MS–LTC–DRG 10); 
and Kidney Transplant (MS–LTC–DRG 
652). This is because Medicare will only 
cover these procedures if they are 
performed at a hospital that has been 
certified for the specific procedures by 
Medicare and presently no LTCH has 
been so certified. At the present time, 
we include these eight transplant MS– 
LTC–DRGs in the GROUPER program 
for administrative purposes only. 
Because we use the same GROUPER 
program for LTCHs as is used under the 
IPPS, removing these MS–LTC–DRGs 
would be administratively burdensome. 
(For additional information regarding 
our treatment of transplant MS–LTC– 
DRGs, we refer readers to the RY 2010 
LTCH PPS final rule (74 FR 43964).) 

Step 6—Adjust the FY 2011 MS–LTC– 
DRG relative weights to account for 
nonmonotonically increasing relative 
weights. 

As discussed earlier in this section, 
the MS–DRGs contain base DRGs that 
have been subdivided into one, two, or 
three severity of illness levels. Where 
there are three severity levels, the most 
severe level has at least one code that is 
referred to as an MCC (that is, major 
complication or comorbidity). The next 
lower severity level contains cases with 
at least one code that is a CC (that is, 
complication or comorbidity). Those 
cases without an MCC or a CC are 
referred to as ‘‘without CC/MCC.’’ When 
data do not support the creation of three 
severity levels, the base DRG is 
subdivided into either two levels or the 
base DRG is not subdivided. The two- 
level subdivisions could consist of the 
DRG with CC/MCC and the DRG 
without CC/MCC. Alternatively, the 
other type of two-level subdivision may 
consist of the DRG with MCC and the 
DRG without MCC. 

In those base MS–LTC–DRGs that are 
split into either two or three severity 
levels, cases classified into the ‘‘without 
CC/MCC’’ MS–LTC–DRG are expected to 
have a lower resource use (and lower 
costs) than the ‘‘with CC/MCC’’ MS– 
LTC–DRG (in the case of a two-level 
split) or both the ‘‘with CC’’ and the 
‘‘with MCC’’ MS–LTC–DRGs (in the case 
of a three-level split). That is, 
theoretically, cases that are more severe 
typically require greater expenditure of 
medical care resources and will result in 
higher average charges. Therefore, in the 
three severity levels, relative weights 
should increase by severity, from lowest 
to highest. If the relative weights 
decrease as severity decreased (that is, 
if within a base MS–LTC–DRG, an MS– 
LTC–DRG with CC has a higher relative 
weight than one with MCC, or the MS– 
LTC–DRG without CC/MCC has a higher 
relative weight than either of the 
others), they are nonmonotonic. We 
continue to believe that utilizing 
nonmonotonic relative weights to adjust 
Medicare payments would result in 
inappropriate payments because the 
payment for the cases in the higher 
severity level in a base MS–LTC–DRG 
(which are generally expected to have 
higher resource use and costs) would be 
lower than the payment for cases in a 
lower severity level within the same 
base MS–LTC–DRG (which are generally 
expected to have lower resource use and 
costs). Consequently, in determining the 
FY 2011 MS–LTC–DRG relative weights 
in this rule, consistent with our 
historical methodology and as we 
proposed, we combined MS–LTC–DRG 
severity levels within a base MS–LTC– 
DRG for the purpose of computing a 
relative weight when necessary to 
ensure that monotonicity is maintained. 
For a comprehensive description of our 
existing methodology to adjust for 
nonmonotonicity, we refer readers to 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43964 through 43966). 
Any adjustments for nonmonotonicity 
that were made in determining the FY 
2011 MS–LTC–DRG relative weights in 
this final rule by applying this 
methodology are denoted in Table 11 of 
the Addendum to this final rule. 

Step 7—Calculate the FY 2011 budget 
neutrality factor. 

As we established in the RY 2008 
LTCH PPS final rule (72 FR 26882), 
under the broad authority conferred 
upon the Secretary to develop the LTCH 
PPS under section 123 of Public Law 
106–113, as amended by section 307(b) 
of Public Law 106–554, beginning with 
the MS–LTC–DRG update for FY 2008, 
the annual update to the MS–LTC–DRG 
classifications and relative weights is 
done in a budget neutral manner such 

that estimated aggregate LTCH PPS 
payments would be unaffected, that is, 
would be neither greater than nor less 
than the estimated aggregate LTCH PPS 
payments that would have been made 
without the MS–LTC–DRG classification 
and relative weight changes 
(§ 412.517(b) in conjunction with 
§ 412.503). (For a detailed discussion on 
the establishment of the budget 
neutrality requirement for the annual 
update of the MS–LTC–DRG 
classifications and relative weights, we 
refer readers to the RY 2008 LTCH PPS 
final rule (72 FR 26881).) 

The MS–LTC–DRG classifications and 
relative weights are updated annually 
based on the most recent available 
LTCH claims data to reflect changes in 
relative LTCH resource use (§ 412.517(a) 
in accordance with § 412.503). Under 
the budget neutrality requirement at 
§ 412.517(b), for each annual update, the 
MS–LTC–DRG relative weights are 
uniformly adjusted to ensure that 
estimated aggregate payments under the 
LTCH PPS would not be affected (that 
is, decreased or increased). Consistent 
with that provision, in both the May 4, 
2010 FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24042 through 24043) and 
the June 2, 2010 FY 2011 IPPS/LTCH 
PPS supplemental proposed rule (75 FR 
30970 through 30971), we proposed to 
update the MS–LTC–DRG classifications 
and relative weights for FY 2011 based 
on the most recent available LTCH data, 
and to apply a budget neutrality 
adjustment in determining the FY 2011 
MS–LTC–DRG relative weights. 

Comment: One commenter objected to 
the budget neutrality requirement for 
the annual update to the MS–LTC–DRG 
relative weights. The commenter 
asserted that LTCHs with high acuity 
patients are being penalized because of 
the growth in lower acuity cases, and 
that CMS’ budget neutrality 
methodology dilutes the LTCH aggregate 
case-mix from year-to-year. 

Response: We disagree with the 
commenter that our budget neutrality 
methodology dilutes a LTCH’s case-mix 
or that LTCHs with more resource- 
intensive cases are being penalized 
because of the growth in lower resource- 
intensive cases. By definition, the MS– 
LTC–DRG relative weights ‘‘reflect the 
estimated relative cost of hospital 
resources used with that group 
compared to discharges classified 
within other groups’’ (§ 412.515). Thus, 
the relative weights themselves are not 
intended to increase or decrease 
aggregate payments under the LTCH 
PPS. If in fact there is growth in less 
intensive, lower acuity cases, then our 
established budget neutrality 
methodology would act to increase the 
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relative weights for all MS–LTC–DRGs. 
This is because under our established 
budget neutrality methodology, each MS 
LTC DRG relative weight is uniformly 
adjusted to ensure that estimated 
aggregate payments under the LTCH 
PPS would not be affected. As we 
discussed when we established the 
budget neutrality requirement for the 
annual update of the MS–LTC–DRG 
classifications and relative weights, we 
believe the LTC–DRG relative weights 
should reflect the true costs of treating 
LTCH patients and should be updated 
annually, based on the latest available 
data, to reflect relative LTCH resource 
without affecting aggregate LTCH PPS 
(72 FR 26881 through 26883). For these 
reasons, we continue to believe that it 
is appropriate to update the MS–LTC– 
DRG classifications and relative weights 
in a budget neutral manner, and are not 
modifying our existing budget neutrality 
requirement or methodology in this 
final rule. 

As noted above, in section VII.A.1. of 
this preamble, a number of the 
provisions of the Affordable Care Act 
affected the policies, payment rates and 
factors under the LTCH PPS. Due to the 
timing of the passage of the legislation, 
we were unable to address those 
provisions in the May 4, 2010 FY 2011 
IPPS/LTCH PPS proposed rule, and the 
proposed policies and payment rates in 
that proposed rule did not reflect the 
new legislation. On June 2, 2010, we 
issued a FY 2011 IPPS/LTCH PPS 
supplemental proposed rule that 
addressed the provisions of the 
Affordable Care Act that affected our 
proposed policies and payment rates for 
FY 2011 under the LTCH PPS. In that 
supplemental proposed rule, we 
proposed a standard Federal rate for FY 
2011 that incorporates the ‘‘other 
adjustment’’ required in section 
1886(m)(3)(A)(ii) as amended and 
described in section 1886(m)(4) as 
amended. This revision to the proposed 
standard Federal rate for FY 2011 also 
required us to revise the proposed 
relative weights for the MS–LTC–DRGs 
for FY 2011 since our established 
methodology for updating the annual 
update to the MS–LTC–DRG 
classifications and relative weights in a 
budget neutral manner requires that 
estimated aggregate LTCH PPS 
payments would be unaffected. That is, 
under the budget neutrality requirement 
estimated aggregate LTCH PPS 
payments would be neither greater than 
nor less than the estimated aggregate 
LTCH PPS payments that would have 
been made without the MS–LTC–DRG 
classification and relative weight 
changes. (75 FR 30970) 

To ensure budget neutrality in the 
update to the MS–LTC–DRG 
classifications and relative weights 
under § 412.517(b), in both the May 4, 
2010 FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24042 through 24043) and 
the June 2, 2010 FY 2011 IPPS/LTCH 
PPS supplemental proposed rule (75 FR 
30970 through 30971), we proposed to 
continue to use our established two-step 
budget neutrality methodology. We 
received no specific comments on our 
proposal to continue to apply our 
established two-step budget neutrality 
methodology in determining the FY 
2011 MS–LTC–DRG relative weights. 
Therefore, we are adopting it in this 
final rule. In this final rule, in the first 
step of our MS–LTC–DRG budget 
neutrality methodology, we calculated 
and applied a normalization factor to 
the recalibrated relative weights (the 
result of Steps 1 through 6 above) to 
ensure that estimated payments are not 
influenced by changes in the 
composition of case types or the 
changes to the classification system. 
That is, the normalization adjustment is 
intended to ensure that the recalibration 
of the MS–LTC–DRG relative weights 
(that is, the process itself) neither 
increases nor decreases the average CMI. 

To calculate the normalization factor 
for FY 2011 (the first step of our budget 
neutrality methodology), we used the 
following three steps: (1.a.) We used the 
most recent available LTCH claims data 
(FY 2009) and grouped them using the 
FY 2011 GROUPER (Version 28.0) and 
the recalibrated FY 2011 MS–LTC–DRG 
relative weights (determined in steps 1 
through 6 of the Steps for Determining 
the FY 2011 MS–LTC–DRG Relative 
Weights above) to calculate the average 
CMI; (1.b.) we grouped the same LTCH 
claims data (FY 2009) using the FY 2010 
GROUPER (Version 27.0) and FY 2010 
MS–LTC–DRG relative weights and 
calculated the average CMI; and (1.c) we 
computed the ratio of these average 
CMIs by dividing the average CMI for 
FY 2010 (determined in Step 1.b.) by the 
average CMI for FY 2011 (determined in 
step 1.a.). In determining the MS–LTC– 
DRG relative weights for FY 2011, each 
recalibrated MS–LTC–DRG relative 
weight was multiplied by 1.10382 in the 
first step of the budget neutrality 
methodology, which produced 
‘‘normalized relative weights.’’ 

In this final rule, in the second step 
of our MS–LTC–DRG budget neutrality 
methodology, we determined a budget 
neutrality factor to ensure that estimated 
aggregate LTCH PPS payments (based 
on the most recent available LTCH 
claims data) after reclassification and 
recalibration (that is, the FY 2011 MS– 
LTC–DRG classifications and relative 

weights) are equal to estimated 
aggregate LTCH PPS payments before 
reclassification and recalibration (that 
is, the FY 2010 MS–LTC–DRG 
classifications and relative weights). 
Accordingly, consistent with our 
existing methodology, we used FY 2009 
discharge data to simulate payments 
and compare estimated aggregate LTCH 
PPS payments using the FY 2010 MS– 
LTC–DRGs and relative weights to 
estimate aggregate LTCH PPS payments 
using the FY 2011 MS–LTC–DRGs and 
relative weights. Furthermore, 
consistent with our historical policy of 
using the best available data, we used 
the most recently available claims data 
for determining the budget neutrality 
adjustment factor in the final rule, that 
is, data from the March 2010 update of 
the FY 2009 MedPAR file. 

For this final rule, we determined the 
FY 2011 budget neutrality adjustment 
factor using the following three steps: 
(2.a.) We simulated estimated total 
LTCH PPS payments using the 
normalized relative weights for FY 2011 
and GROUPER Version 28.0 (as 
described above); (2.b.) we simulated 
estimated total LTCH PPS payments 
using the FY 2010 GROUPER (Version 
27.0) and the FY 2010 MS–LTC–DRG 
relative weights shown in Table 11 of 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 44183 through 44192); 
and (2.c.) we calculated the ratio of 
these estimated total LTCH PPS 
payments by dividing the estimated 
total LTCH PPS payments using the FY 
2010 GROUPER (Version 27.0) and the 
FY 2010 MS–LTC–DRG relative weights 
(determined in step 2.b.) by the 
estimated total LTCH PPS payments 
using the FY 2011 GROUPER (Version 
28.0) and the normalized MS–LTC–DRG 
relative weights for FY 2011 
(determined in Step 2.a.). In 
determining the FY 2011 MS–LTC–DRG 
relative weights, each normalized 
relative weight was multiplied by a 
budget neutrality factor of 0.988124 in 
the second step of the budget neutrality 
methodology to determine the budget 
neutral FY 2011 relative weight for each 
MS–LTC–DRG. 

Accordingly, in determining the FY 
2011 MS–LTC–DRG relative weights in 
this final rule, consistent with our 
existing methodology and as we 
proposed, we applied a normalization 
factor of 1.10382 and a budget neutrality 
factor of 0.988124 (computed as 
described above). Table 11 in the 
Addendum to this final rule lists the 
MS–LTC–DRGs and their respective 
relative weights, geometric mean length 
of stay, and five-sixths of the geometric 
mean length of stay (used in 
determining SSO payments under 
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§ 412.529) for FY 2011. The FY 2011 
MS–LTC–DRG relative weights in Table 
11 in the Addendum to this final rule 
reflect both the normalization factor of 
1.10382 and the budget neutrality factor 
of 0.988124. 

C. Changes to the LTCH Payment Rates 
and Other Changes to the FY 2011 
LTCH PPS 

1. Overview of Development of the 
LTCH Payment Rates 

The LTCH PPS was effective 
beginning with a LTCH’s first cost 
reporting period beginning on or after 
October 1, 2002. Effective beginning 
with that cost reporting period, LTCHs 
were paid, during a 5-year transition 
period, a total LTCH prospective 
payment that was comprised of an 
increasing proportion of the LTCH PPS 
Federal rate and a decreasing proportion 
based on reasonable cost-based 
principles, unless the hospital made a 
one-time election to receive payment 
based on 100 percent of the Federal rate, 
as specified in § 412.533. New LTCHs 
(as defined at § 412.23(e)(4)) are paid 
based on 100 percent of the Federal rate, 
with no phase-in transition payments. 

The basic methodology for 
determining LTCH PPS Federal 
prospective payment rates is set forth at 
§ 412.515 through § 412.536. In this 
section, we discuss the factors that will 
be used to update the LTCH PPS 
standard Federal rate for FY 2011, that 
is, effective for LTCH discharges 
occurring on or after October 1, 2010 
through September 30, 2011. 

For further details on the 
development of the FY 2003 standard 
Federal rate, we refer readers to the 
August 30, 2002 LTCH PPS final rule 
(67 FR 56027 through 56037). For 
subsequent updates to the LTCH PPS 
Federal rate, we refer readers to the 
following final rules: RY 2004 LTCH 
PPS final rule (68 FR 34134 through 
34140), RY 2005 LTCH PPS final rule 
(69 FR 25682 through 25684), RY 2006 
LTCH PPS final rule (70 FR 24179 
through 24180), RY 2007 LTCH PPS 
final rule (71 FR 27819 through 27827), 
RY 2008 LTCH PPS final rule (72 FR 
26870 through 27029), RY 2009 LTCH 
PPS final rule (73 FR 26800 through 
26804), and RY 2010 LTCH PPS final 
rule (74 FR 44021 through 44030). The 
update to the LTCH PPS standard 
Federal rate for FY 2011 is presented in 
section V.A. of the Addendum to this 
final rule. The two components of the 
update to the LTCH PPS standard 
Federal rate for FY 2011 are discussed 
below. 

2. Market Basket for LTCHs Reimbursed 
Under the LTCH PPS 

a. Overview 
Historically, the Medicare program 

has used a market basket to account for 
price increases in the services furnished 
by providers. The market basket used 
for the LTCH PPS includes both 
operating and capital-related costs of 
LTCHs because the LTCH PPS uses a 
single payment rate for both operating 
and capital-related costs. With the 
initial implementation of the LTCH PPS 
for FY 2003, we established the use of 
the excluded hospital with capital 
market basket as the LTCH PPS market 
basket (67 FR 56016 through 56017). 
The development of the initial LTCH 
PPS standard Federal rate for FY 2003, 
using the excluded hospital with capital 
market basket, is discussed in further 
detail in the August 30, 2002 LTCH PPS 
final rule (67 FR 56027 through 56033). 
For further details on the development 
of the excluded hospital with capital 
market basket, we refer readers to the 
RY 2004 LTCH PPS final rule (68 FR 
34134 through 34137). 

Beginning in RY 2007, we adopted the 
rehabilitation, psychiatric, long-term 
care (RPL) hospital market basket based 
on FY 2002 data as the appropriate 
market basket of goods and services 
under the LTCH PPS for discharges 
occurring on or after July 1, 2006. As 
discussed in the RY 2007 LTCH PPS 
final rule (71 FR 27810), based on our 
research, we did not develop a market 
basket specific to LTCH services. We 
were unable to create a separate market 
basket specifically for LTCHs at that 
time due to the small number of 
facilities and the limited amount of data 
that was reported. 

For further details on the 
development of the FY 2002-based RPL 
market basket, we refer readers to the 
RY 2007 LTCH PPS final rule (71 FR 
27810 through 27817). 

b. Revision of Certain Market Basket 
Updates as Required by the Affordable 
Care Act 

As discussed in the FY 2011 IPPS/ 
LTCH PPS supplemental proposed rule 
issued on June 2, 2010 (75 FR 30965 
through 30971), several provisions of 
the Affordable Care Act affected the 
policies and payment rates for RY 2010 
and FY 2011 under the LTCH PPS. 
Section 1886(m)(3)(A)(ii) of the Act, as 
added by section 3401(c) of the 
Affordable Care Act, specifies that for 
each of rate years 2010 through 2019, 
any annual update to the standard 
Federal rate shall be reduced by the 
other adjustment specified in new 
section 1886(m)(4) of the Act. 

Furthermore, section 1886(m)(3)(A)(i) of 
the Act specifies that, for rate year 2012 
and subsequent rate years, any annual 
update to the standard Federal rate shall 
be reduced by the productivity 
adjustment described in section 
1886(b)(3)(B)(xi)(II) of the Act. Section 
1886(m)(3)(A)(ii) and sections 
1886(m)(4)(A) and (B) of the Act require 
a 0.25 percentage point reduction for 
rate year 2010 and a 0.50 percentage 
point reduction for rate year 2011. 
Section 1886(m)(3)(B) of the Act 
provides that the application of 
paragraph (3) of section 1886(m) of the 
Act may result in the annual update 
being less than zero for a rate year, and 
may result in payment rates for a rate 
year being less than such payment rates 
for the preceding rate year. Furthermore, 
section 3401(p) of the Affordable Care 
Act specifies that the amendments made 
by section 3401(c) of such Act shall not 
apply to discharges occurring before 
April 1, 2010. (75 FR 30968 through 
30971) 

We note that in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24026 
through 24027), since the annual update 
to the LTCH PPS policies, rates and 
factors now occurs on October 1, we 
proposed to adopt the term ‘‘fiscal year’’ 
(FY) rather than ‘‘rate year’’ (RY) under 
the LTCH PPS beginning October 1, 
2010, to conform with the standard 
definition of the Federal fiscal year 
(October 1 through September 30) used 
by other PPSs, such as the IPPS. 
Consequently, in that proposed rule and 
in the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule, for 
purposes of clarity, when discussing the 
annual update for the LTCH PPS, we 
employed ‘‘fiscal year’’ rather than ‘‘rate 
year’’ because it is our intent that the 
phrase ‘‘fiscal year’’ be used 
prospectively in all circumstances 
dealing with the LTCH PPS. Similarly, 
although the language of section 3401(c) 
and section 10319 and section 1105(b) 
of the Affordable Care Act refer to years 
2010 and thereafter under the LTCH 
PPS as ‘‘rate year,’’ consistent with our 
proposal to change the terminology used 
under the LTCH PPS from ‘‘rate year’’ to 
‘‘fiscal year,’’ for purposes of clarity, in 
both the FY 2011 IPPS/LTCH PPS 
proposed and supplemental proposed 
rules, when discussing the annual 
update for the LTCH PPS, including the 
provisions of the Affordable Care Act, 
we employed ‘‘fiscal year’’ rather than 
‘‘rate year’’ for 2011 and subsequent 
years because it is our intent that ‘‘fiscal 
year’’ be used prospectively in all 
circumstances dealing with the LTCH 
PPS. (As discussed below in VII.D. of 
this preamble, we are finalizing our 
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proposal to adopt the term ‘‘fiscal year’’ 
(FY) rather than ‘‘rate year’’ (RY) under 
the LTCH PPS beginning October 1, 
2010. Therefore, in this final rule, we 
employ ‘‘fiscal year’’ rather than ‘‘rate 
year’’ for 2011 and subsequent years in 
all circumstances dealing with the 
LTCH PPS.) 

c. Change to Reflect the Market Basket 
Update for LTCHs for RY 2010 
(§ 412.523(c)(3)(vi)) 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule appearing in the Federal 
Register on August 27, 2009 (74 FR 
43754), we established policies, 
payment rates and factors for 
determining payments under the LTCH 
PPS for RY 2010 (October 1, 2009 
through September 30, 2010). Several 
provisions of the Affordable Care Act 
affected some of the policies, payment 
rates, and factors for determining 
payments under the LTCH PPS for RY 
2010. In a notice issued on June 2, 2010 
in the Federal Register (75 FR 31128 
through 31130), we established revised 
RY 2010 LTCH PPS rates and factors 
consistent with the provisions of 
sections 1886(m)(3) and (4) of the Act, 
as added and amended by sections 
3401(c), 3401(p), 10319(b), and 1105(b) 
of the Affordable Care Act. Section 
1886(m)(3)(A)(ii) of the Act provides for 
each of RYs 2010 through 2019, the 
annual update to the standard Federal 
rate is reduced by the ‘‘other 
adjustment’’ described in section 
1886(m)(4) of the Act. Specifically, 
sections 1886(m)(3)(A)(ii) and (m)(4)(A) 
of the Act require a 0.25 percentage 
point reduction to the annual update to 
the standard Federal rate for RY 2010. 
Section 1886(m)(3)(A) of the Act, on its 
face, explicitly provides for a revised 
annual update to the standard Federal 
rate beginning RY 2010, thus resulting 
in a single revised RY 2010 standard 
Federal rate. Section 3401(p) of the 
Affordable Care Act provides that, 
notwithstanding the previous provisions 
of this section, the amendments made 
by subsections (a), (c) and (d) shall not 
apply to discharges occurring before 
April 1, 2010. When read in 
conjunction, we believe section 
1886(m)(3)(A) of the Act and section 
3401(p) of the Affordable Care Act 
provide for a single revised RY 2010 
standard Federal rate. However, for 
payment purposes, discharges occurring 
on or after October 1, 2009 and before 
April 1, 2010, simply will not be based 
on the revised RY 2010 standard Federal 
rate. 

As discussed in the June 2, 2010 
Federal Register notice (75 FR 31128 
through 31129), consistent with our 
historical practice and the methodology 

used in the FY 2010 IPPS/RY 2010 final 
rule, we announced an update to the 
LTCH PPS standard Federal rate for RY 
2010 of 1.74 percent. This annual 
update for RY 2010 is based on the full 
forecasted estimated increase in the 
LTCH PPS market basket for RY 2010 of 
2.5 percent, adjusted by the 0.25 
percentage point reduction required by 
sections 1886(m)(3)(A)(ii) and (m)(4)(A) 
of the Act, and an adjustment to account 
for the increase in case-mix in a prior 
period (FY 2007) resulting from changes 
in documentation and coding practices 
of ¥0.5 percent. In the FY 2011 IPPS/ 
LTCH PPS supplemental proposed rule 
(75 FR 30969), under the authority of 
sections 1886(m)(3)(A)(ii) and (m)(4)(A) 
of the Act, we proposed to amend 
§ 412.523(c)(3)(vi) to specify that the 
standard Federal rate for the LTCH PPS 
rate year beginning October 1, 2009 and 
ending September 30, 2010, is the 
standard Federal rate for the previous 
rate year updated by 1.74 percent. 
Furthermore, in that same supplemental 
proposed rule, consistent with section 
3401(p) of the Affordable Care Act, we 
also proposed to revise 
§ 412.523(c)(3)(vi) to specify that, with 
respect to discharges occurring on or 
after October 1, 2009 and before April 
1, 2010, payments are based on the 
standard Federal rate specified under 
§ 412.523(c)(3)(v) updated by 2.0 
percent (that is, a standard Federal rate 
of $39,896.65 (74 FR 44022)). We also 
noted that the provisions of the law that 
add sections 1886(m)(3) and (m)(4) of 
the Act are self-implementing, and in 
the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule, we 
proposed to incorporate existing law 
regarding the 0.25 percentage point 
reduction to the annual update to the 
standard Federal rate for RY 2010 
(including the application of the revised 
standard Federal rate that reflects that 
0.25 percentage point reduction in 
making payments for discharges on or 
after April 1, 2010) into the regulations 
at § 412.529(c)(3)(vi) to reflect this 
required policy change. 

Comment: One commenter on the 
June 2, 2010 notice stated that the 
methodology CMS used to apply the 
market basket adjustment required by 
the Affordable Care Act appears to be a 
departure from what is intended by the 
statute and questions why CMS did not 
simply subtract the required 0.25 
percentage point reduction for RY 2010 
from the previously established RY 2010 
update (implemented in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule). 
The commenter believed that the 
required market basket reduction should 
be implemented by subtraction and 

requested that CMS explain its method 
for implementing the required 0.25 
percentage point reduction for RY 2010. 

Response: We disagree with the 
commenter that our implementation of 
the required market basket reduction for 
RY 2010 required by the Affordable Care 
Act is inconsistent with the intent of 
that statutory provision. As we stated in 
the notice that implemented the 
required 0.25 percentage point 
reduction for RY 2010, ‘‘consistent with 
sections 1886(m)(3)(A)(ii) and (m)(4)(A) 
of the Act, the market basket update 
under the LTCH PPS for RY 2010 is 2.25 
percent (that is, the second quarter 2009 
forecast estimate of the RY 2010 LTCH 
PPS market basket increase of 2.5 
percent minus the 0.25 percentage point 
required by sections 1886(m)(3)(A)(ii) 
and (m)(4)(A) of the Act.)’’ (emphasis 
added; 75 FR 31128). Thus, we 
implemented the statutorily required 
market basket reduction (0.25 
percentage point for RY 2010) by 
subtraction from the full market basket 
update (2.5 percent) that was 
established in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (2.5 percent 
minus 0.25 percentage point = 2.25 
percent). 

However, in addition to the full 
market basket update, in determining 
the update for the standard Federal rate 
for RY 2010, we applied an adjustment 
to account for the increase in case-mix 
due to changes in documentation and 
coding in a prior period that do not 
reflect increased severity of illness. 
Specifically, in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43972), we established a ¥0.5 percent 
adjustment to account for the increase 
in case-mix due to changes in 
documentation and coding in a prior 
period (FY 2007) that do not reflect 
increased severity of illness. Therefore, 
consistent with our methodology for 
determining the update to the standard 
Federal rate for RY 2010 (74 FR 44022), 
in the June 2, 2010 notice (75 FR 31128), 
we established an update factor to the 
standard Federal rate for RY 2010 of 
1.74 percent calculated as 1.0225 × (1 
divided by 1.005) = 1.0174 or 1.74 
percent. For the reasons explained 
above, we believe the determination of 
the 1.74 percent update for RY 2010 
based on the market basket update of 
2.25 percent (computed as the full RY 
2010 market basket increase of 2.5 
percent minus the 0.25 percentage point 
required by sections 1886(m)(3)(A)(ii) 
and (m)(4)(A) of the Act) and an 
adjustment of ¥0.5 percent to account 
for the increase in case-mix due to 
changes in documentation and coding 
in a prior period that do not reflect 
increased severity of illness is 
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consistent with the provisions of the 
Affordable Care Act. 

In this final rule, we are adopting as 
final the proposed changes to the update 
for RY 2010 to the standard Federal rate 
at § 412.523(c)(3)(vi) to reflect the 
provisions of the Affordable Care Act. 
Accordingly, under the authority of 
sections 1886(m)(3)(A)(ii) and (m)(4)(A) 
of the Act, we are revising 
§ 412.523(c)(3)(vi) to specify that the 
standard Federal rate for the LTCH PPS 
rate year beginning October 1, 2009 and 
ending September 30, 2010, is the 
standard Federal rate for the previous 
rate year updated by 1.74 percent. 
Furthermore, consistent with section 
3401(p) of the Affordable Care Act, we 
also are revising § 412.523(c)(3)(vi) to 
specify that, with respect to discharges 
occurring on or after October 1, 2009 
and before April 1, 2010, payments are 
based on the standard Federal rate in 
§ 412.523(c)(3)(v) updated by 2.0 
percent. 

d. Market Basket Under the LTCH PPS 
for FY 2011 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24044), 
when we initially created the FY 2002- 
based RPL market basket, we were 
unable to create a separate market 
basket specifically for LTCHs due, in 
part, to the small number of facilities 
and the limited data that were provided 
in the Medicare cost reports. Over the 
last several years, however, the number 
of LTCH facilities submitting valid 
Medicare cost report data has increased. 
Based on this development, as well as 
our desire to move from one RPL market 
basket to three stand-alone and 
provider-specific market baskets (for 
IRFs, IPFs, and LTCHs, respectively), we 
plan to begin exploring the viability of 
creating these market baskets for future 
use. However, as we discussed in the 
RY 2010 LTCH PPS final rule (74 FR 
43967 through 43968), we are 
conducting further research to assist us 
in understanding the reasons for the 
variations in costs and cost structure 
between freestanding IRFs and hospital- 
based IRFs. We also are researching the 
reasons for similar variations in costs 
and cost structure between freestanding 
IPFs and hospital-based IPFs. Therefore, 
as we continue to explore the 
development of stand-alone market 
baskets for LTCHs, IRFs and IPFs, 
respectively, as we stated in the FY 
2011 IPPS/LTCH PPS proposed rule, we 
believe that it is appropriate to continue 
to use the FY 2002-based RPL market 
basket for LTCHs, IRFs and IPFs under 
their respective PPSs. 

As we also stated in the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 

24044), for the reasons discussed when 
we adopted the RPL market basket for 
use under the LTCH PPS in the RY 2007 
LTCH PPS final rule (71 FR 27810 
through 27817), we continue to believe 
that the RPL market basket 
appropriately reflects the cost structure 
of LTCHs. For the reasons explained 
above, in that same proposed rule, we 
proposed to continue to use the FY 
2002-based RPL market basket under the 
LTCH PPS for FY 2011. We also stated 
that we are hopeful that progress can be 
made in the near future with respect to 
creating stand-alone market baskets for 
LTCHs, IRFs, and IPFs and, as a result, 
may propose to rebase the appropriate 
market basket(s) for subsequent updates 
in the future. 

Comment: One commenter stated that 
there are sufficient LTCHs now to 
support the development of a separate 
LTCH market basket. The commenter 
stated that in order for the LTCH PPS to 
accurately reflect the costs of providing 
services in an LTCH, CMS should adopt 
a market basket that is limited to LTCH 
goods and services. 

Response: As stated in the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24044), we continue to explore the 
possibility of implementing three 
separate, stand-alone market baskets for 
hospitals excluded from the IPPS, rather 
than use a single RPL market basket for 
IRFs, IPFs, and LTCHs. We addressed a 
similar comment in the FY 2010 IPPS/ 
LTCH PPS final rule (74 FR 43968) 
where we stated that while the number 
of LTCHs submitting cost report data 
has increased, we believe further 
research is required to determine the 
feasibility of developing stand-alone 
market baskets for LTCHs, IRFs, and 
IPFs. Furthermore, we stated that we 
will be exploring the viability and 
technical appropriateness of a stand- 
alone market basket. At this time, we are 
still conducting further research to 
assist us in understanding the reasons 
for the variations in costs and cost 
structure between freestanding and 
hospital based providers, specifically 
IRFs and IPFs. Therefore, as we 
continue to explore the development of 
stand-alone market baskets for LTCHs, 
IRFs and IPFs, respectively, we believe 
that it is appropriate to continue to use 
the FY 2002-based RPL market basket 
for LTCHs, IRFs and IPFs under their 
respective PPSs. 

In this final rule, under the authority 
of section 123 of the BBRA as amended 
by section 307(b) of the BIPA, we are 
establishing the continued use of the FY 
2002-based RPL market basket under the 
LTCH PPS for FY 2011. For the reasons 
explained above in this section, we 
continue to believe that the RPL market 

basket appropriately reflects the cost 
structure of LTCHs. 

e. Market Basket Update for LTCHs for 
FY 2011 

Consistent with our historical 
practice, we estimate the RPL market 
basket update based on IHS Global 
Insight, Inc.’s forecast using the most 
recent available data. IHS Global 
Insight, Inc. is a nationally recognized 
economic and financial forecasting firm 
that contracts with CMS to forecast the 
components of the hospital market 
baskets. In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24044), based on 
IHS Global Insight Inc.’s first quarter 
2010 forecast, the proposed FY 2011 
market basket estimate for the LTCH 
PPS using the FY 2002-based RPL 
market basket was 2.4 percent, as this 
was the best available data at that time. 
In addition, consistent with our 
historical practice of using market 
basket estimates based on the most 
recent available data, we proposed that 
if more recent data are available when 
we develop the final rule, we would use 
such data, if appropriate. 

Section 1886(m)(3)(A)(ii) of the Act as 
added by section 3401(c) of the 
Affordable Care Act specifies that, for 
each of RYs 2010 through 2019, any 
annual update to the standard Federal 
rate shall be reduced by the other 
adjustment specified in new section 
1886(m)(4) of the Act. Furthermore, 
section 1886(m)(3)(A)(i) of the Act 
specifies that, for rate year 2012 and 
each subsequent rate year, any annual 
update to the standard Federal rate shall 
be reduced by the productivity 
adjustment described in section 
1886(b)(3)(B)(xi)(II) of the Act. 

As discussed in the FY 2011 IPPS/ 
LTCH PPS supplemental proposed rule 
(75 FR 30969 through 30970), for FY 
2011, section 1886(m)(4)(B) of the Act, 
as added and amended by sections 
3401(c), 10319(b), and 1105(b) of the 
Affordable Care Act, requires a 0.50 
percentage point reduction to the 
annual update to the standard Federal 
rate for rate year 2011. Therefore in that 
same supplemental proposed rule, we 
proposed a market basket update under 
the LTCH PPS for FY 2011 of 1.9 
percent (that is, the most recent estimate 
of the LTCH PPS market basket update 
at that time of 2.4 percent minus the 
0.50 percentage point required in 
section 1886(m)(4)(B) of the Act. Again, 
consistent with our historical practice of 
using market basket estimates based on 
the most recent available data, we 
proposed that if more recent data are 
available when we develop the final 
rule, we would use such data, if 
appropriate, in determining the final 
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market basket update under the LTCH 
PPS for FY 2011. (We note that in the 
FY 2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30969 through 
30970), we proposed to update the 
LTCH PPS standard Federal rate by 
¥0.59 percent for FY 2011, which 
reflected the proposed market basket 
update of 1.9 percent (discussed above) 
and a proposed adjustment to account 
for the increase in case-mix in the prior 
periods that resulted from changes in 
documentation and coding practices 
rather than increases in patients’ 
severity of illness (discussed in the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 24045 through 24046)). 

We did not receive any public 
comments on our proposed market 
basket update under the LTCH PPS for 
FY 2011 of 1.9 percent. However, we 
received a few comments that stated 
that the market basket update for FY 
2011 should not be adjusted to account 
for the increase in case-mix in the prior 
periods that resulted from changes in 
documentation and coding practices 
rather than increases in patients’ 
severity of illness. We summarize and 
respond to these comments below in 
section VII.C.3. of this preamble. 

In this final rule, as proposed and 
consistent with our historical practice, 
we estimate the RPL market basket 
update based on IHS Global Insight, 
Inc.’s forecast using the most recent 
available data. IHS Global Insight, Inc. 
is a nationally recognized economic and 
financial forecasting firm that contracts 
with CMS to forecast the components of 
the hospital market baskets. Based on 
IHS Global Insight, Inc.’s second quarter 
2010 forecast, the FY 2011 market 
basket estimate for the LTCH PPS using 
the FY 2002-based RPL market basket is 
2.5 percent. 

As discussed above, for FY 2011, 
section 1886(m)(4)(B) of the Act as 
added and amended by sections 3401(c), 
10319 and 1105(b) of the Affordable 
Care Act, requires a 0.50 percentage 
point reduction to the annual update to 
the standard Federal rate for rate year 
2011. Therefore, in this final rule, we 
are establishing a market basket update 
under the LTCH PPS for FY 2011 of 2.0 
percent (that is, the most recent estimate 
of the LTCH PPS market basket of 2.5 
percent minus the 0.50 percentage point 
required in section 1886(m)(4)(B) of the 
Act. (We note that in section III.A. of the 
Addendum to this final rule, for FY 
2011, we are establishing an update to 
the LTCH PPS standard Federal rate of 
¥0.49 percent, based on the market 
basket update for FY 2011 of 2.0 percent 
(discussed above) and an adjustment of 
¥2.5 percent to account for the increase 
in case-mix in the prior periods that 

resulted from changes in documentation 
and coding practices rather than 
increases in patient severity of illness 
(discussed below in section VII.C.3. of 
this preamble).) 

f. Labor-Related Share Under the LTCH 
PPS for FY 2011 

As discussed in section V.B. of the 
Addendum to this final rule, under the 
authority of section 123 of the BBRA as 
amended by section 307(b) of the BIPA, 
we established an adjustment to the 
LTCH PPS payments to account for 
differences in LTCH area wage levels at 
§ 412.525(c). The labor-related portion 
of the LTCH PPS Federal rate, hereafter 
referred to as the labor-related share, is 
adjusted to account for geographic 
differences in area wage levels by 
applying the applicable LTCH PPS wage 
index. 

The labor-related share is determined 
by identifying the national average 
proportion of operating and capital costs 
that are related to, influenced by, or 
vary with the local labor market. We 
continue to classify a cost category as 
labor-related if the costs are labor- 
intensive and vary with the local labor 
market. In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24044), consistent 
with our proposal to continue to use the 
FY 2002-based RPL market basket under 
the LTCH PPS for FY 2011 discussed 
above, we proposed to continue to 
define the labor-related share as the 
national average proportion of operating 
costs that are attributable to wages and 
salaries, employee benefits, contract 
labor, professional fees, labor-intensive 
services, and a labor-related portion of 
capital based on the FY 2002-based RPL 
market basket. (Additional information 
on the development of the FY 2002- 
based RPL market basket used under the 
LTCH PPS can be found in the RY 2007 
LTCH PPS final rule (71 FR 27809 
through 27818).) Furthermore, 
consistent with our historical practice of 
using the best available data, in the FY 
2011 IPPS/LTCH PPS proposed rule, we 
proposed to use IHS Global Insight, 
Inc.’s first quarter 2010 forecast of the 
FY 2002-based RPL market basket for 
FY 2011 to determine the proposed 
labor-related share for the LTCH PPS for 
FY 2011 that would be effective for 
discharges occurring on or after October 
1, 2010, and through September 30, 
2011, as these were the most recent 
available data at that time. Consistent 
with our historical practice of using the 
best data available, we also proposed 
that if more recent data are available to 
determine the labor-related share used 
under the LTCH PPS for FY 2011, we 
would use these data for determining 

the FY 2011 LTCH PPS labor-related 
share in the final rule. 

As discussed in the FY 2011 IPPS/ 
LTCH PPS proposed rule, the labor- 
related share for FY 2011 would 
continue to be determined as the sum of 
the FY 2011 relative importance of each 
labor-related cost category, and would 
reflect the different rates of price change 
for these cost categories between the 
base year (FY 2002) and FY 2011. Using 
the best available data at that time and 
our proposed methodology, we 
proposed a labor-related share of 75.407 
percent for use under the LTCH PPS in 
FY 2011. We did not receive any public 
comments on our proposed labor-related 
share for FY 2011. Therefore, we are 
adopting our proposed methodology for 
determining the labor-related share as 
final and applying it to the best 
available data consistent with our 
historical practice in this final rule. 

In this final rule, as we proposed, for 
FY 2011 we continue to define the 
labor-related share as the national 
average proportion of operating costs 
that are attributable to wages and 
salaries, employee benefits, contract 
labor, professional fees, labor-intensive 
services, and a labor-related portion of 
capital based on the FY 2002-based RPL 
market basket. Consistent with our 
historical practice of using the best 
available data, for this final rule, we are 
using IHS Global Insight, Inc.’s second 
quarter 2010 forecast of the FY 2002- 
based RPL market basket for FY 2011 to 
determine the labor-related share under 
the LTCH PPS for FY 2011 that will be 
effective for discharges occurring on or 
after October 1, 2010, and through 
September 30, 2011, as these are the 
most recent available data. 

Based on IHS Global Insight, Inc.’s 
second quarter 2010 forecast of the FY 
2002-based RPL market based basket for 
FY 2011, which is currently the best 
available data, the sum of the relative 
importance for FY 2011 for operating 
costs (wages and salaries, employee 
benefits, professional fees, and all-other 
labor-intensive services) is 71.384 
percent, as shown in the chart below. As 
stated in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24044), the 
portion of capital that is influenced by 
the local labor market is estimated to be 
46 percent. Because the relative 
importance for capital in FY 2011 is 
8.450 percent of the FY 2002-based RPL 
market basket, we are taking 46 percent 
of 8.450 percent to determine the labor- 
related share of capital for FY 2011. The 
result is 3.887 percent, which we added 
to 71.384 percent for the operating cost 
amount to determine the total labor- 
related share for FY 2011. Accordingly, 
under the authority set forth in section 
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123 of the BBRA as amended by section 
307(b) of the BIPA, we are establishing 
a labor-related share of 75.271 percent 
under the LTCH PPS for the FY 2011. 

The chart below shows the FY 2011 
relative importance labor-related share 
using the FY 2002-based RPL market 
basket. 

FY 2011 LABOR-RELATED SHARE 
BASED ON THE FY 2002-BASED 
RPL MARKET BASKET 

Cost category 

FY 2011 
relative 

importance 
(percent) 

Wages and Salaries ................. 52.449 
Employee Benefits .................... 13.971 
Professional Fees ..................... 2.855 
All Other Labor-Intensive Serv-

ices ........................................ 2.109 

Subtotal ............................. 71.384 
Labor-Related Share of Capital 

Costs (46 percent × 8.450) ... 3.887 

Total Labor-Related Share 75.271 

3. Adjustment for Changes in LTCHs’ 
Case-Mix Due to Changes in 
Documentation and Coding Practices 
That Occurred in a Prior Period 

a. Background 
Beginning in RY 2007, in updating the 

standard Federal rate for the LTCH PPS, 
we have accounted for increases in 
payments from a past period that were 
due to changes in case-mix due to 
changes in documentation and coding 
practices. For additional information on 
the adjustments established for changes 
in LTCHs’ case-mix due to changes in 
documentation and coding practices 
that occurred in a prior period, we refer 
readers to the following final rules 
published in the Federal Register: the 
RY 2007 LTCH PPS final rule (71 FR 
27820); the RY 2008 LTCH PPS final 
rule (72 FR 26880 through 26890); the 
RY 2009 LTCH PPS final rule (73 FR 
26805 through 26812); and the FY 2010 
IPPS/RY 2010 LTCH PPS final rule (74 
FR 43969 through 43970). 

For RY 2010, we performed an 
analysis of LTCHs’ case-mix index 
(CMI) changes in the prior periods (FY 
2007 and FY 2008) and established a 
methodology to determine if an 
adjustment to account for changes in 
documentation and coding practices 
was applicable (74 FR 43969 through 
43970). This methodology is consistent 
with the methodology established for 
case-mix analysis under the IPPS. In 
general, under our established 
methodology, in order to isolate the 
documentation and coding effect, we 
divided the combined effect of the 

changes in documentation and coding 
and measurement by the measurement 
effect (74 FR 43970). 

For the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule, we performed a 
retrospective evaluation of the FY 2007 
and FY 2008 data for LTCH claims paid 
through December 2008. Based on this 
evaluation, our actuaries determined 
that case-mix increased 0.5 percent in 
FY 2007 and 1.3 percent in FY 2008 due 
to documentation and coding that did 
not reflect real changes in case-mix. In 
light of this analysis, in the FY 2010 
IPPS/RY 2010 LTCH PPS proposed rule, 
we proposed to apply a cumulative 
adjustment for the effect of 
documentation and coding that do not 
reflect an increase in patients’ severity 
of illness of ¥1.8 percent (that is, ¥0.5 
percent for FY 2007 plus ¥1.3 percent 
for FY 2008). We also invited public 
comment on our proposed methodology 
and analysis. (For additional 
information on our methodology and 
the results of the retrospective 
evaluation, we refer reader to sections 
VIII.C.3. of the preamble of the FY 2010 
IPPS/RY 2010 LTCH PPS proposed and 
final rules (74 FR 24229 through 24230 
and 74 FR 43970 through 43972, 
respectively).) 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule, we responded to 
comments on our methodology for the 
retrospective evaluation of FY 2007 and 
FY 2008 claims data, as well as our 
proposed ¥1.8 percent documentation 
and coding adjustment for RY 2010. In 
that same final rule, we finalized our 
proposal and established an adjustment 
of ¥0.5 percent to account for the effect 
of documentation and coding increase 
that occurred in FY 2007. After 
consideration of public comments, and 
consistent with the decision to postpone 
the application of the prospective 
adjustment for estimated FY 2008 
documentation and coding effect under 
the IPPS, we delayed the application of 
the FY 2008 documentation and coding 
adjustment of ¥1.3 percent that was 
proposed under the LTCH PPS for RY 
2010. We also stated our intent to 
address any future documentation and 
coding adjustment to the LTCH PPS 
standard Federal rate based on our 
analysis of the FY 2008 LTCH claims 
data in the FY 2011 rulemaking cycle 
through the notice-and-comment 
rulemaking process. (74 FR 43970 
through 43972) 

b. Evaluation of FY 2009 Claims Data 
For the FY 2011 IPPS/LTCH PPS 

proposed rule (75 FR 24045 through 
24046), we performed a thorough 
retrospective evaluation of the most 
recent available claims data (that is, FY 

2009 claims updated through December 
2009) using the methodology that was 
adopted in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule and that was used 
to assess whether an adjustment for RY 
2010 to account for the effect of 
documentation and coding practices 
that occurred in a prior period was 
appropriate. (We refer readers to the 
explanation of our rationale for adopting 
this methodology as well as its intended 
purpose in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43970 
through 43972).) Based on the results of 
this analysis, we estimated that the 
effect of documentation and coding 
changes that occurred in FYs 2008 and 
2009 was 2.5 percent. (We refer readers 
to the discussion in the FY 2011 IPPS/ 
LTCH PPS proposed rule (74 FR 24045 
through 24046) for additional details on 
the methodology and results of the 
retrospective evaluation of the FY 2009 
claims updated through December 
2009.) We also noted in the FY 2010 
IPPS/RY 2010 LTCH PPS proposed and 
final rules that we applied our 
methodology separately to FY 2007 and 
FY 2008 LTCH claims data because 
those data were generated under 
different patient classification systems 
(that is, FY 2007 was the last year under 
the CMS LTC–DRGs and FY 2008 was 
the first year under the MS–LTC–DRGs). 
Because the same patient classification 
system was in effect for both FY 2008 
and FY 2009 (that is, the MS–LTC– 
DRGs), consistent with the application 
of this methodology under the IPPS, in 
the FY 2011 IPPS/LTCH PPS proposed 
rule, we explained that we believe it is 
appropriate to propose to apply our 
established methodology for 
determining the cumulative effects of 
documentation and coding for FYs 2008 
and 2009, rather than proposing to 
applying the methodology separately to 
FY 2008 and FY 2009 LTCH claims 
data. We sought public comment on this 
proposal. We did not receive any public 
comments on the proposal to apply our 
established methodology for 
determining the cumulative effects of 
documentation and coding for FYs 2008 
and 2009. Therefore, we are adopting 
this proposal as final in this final rule. 

For this final rule, consistent with our 
historical practice and as we proposed, 
we updated our analysis using FY 2010 
claims updated through March 2010 and 
the same methodology employed in the 
FY 2011 IPPS/LTCH PPS proposed rule. 
This analysis also resulted in an 
estimated effect of documentation and 
coding in FYs 2008 and 2009 of 2.5 
percent. We received several comments 
on our proposed methodology for 
estimating the effect of documentation 
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and coding in FYs 2008 and 2009 and 
our proposal to apply an adjustment for 
the effect of documentation and coding 
in a prior period (FYs 2008 and 2009) 
that do not reflect an increase in 
severity of illness of ¥2.5 percent 
(discussed below), especially from 
national LTCH associations, hospital 
systems, and individual hospitals. 
MedPAC also commented on these 
proposals. A summary of these 
comments and our responses are 
presented below in the section VII.C.3.c. 
of this preamble. 

c. FY 2011 Documentation and Coding 
Adjustment 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24046), based on 
retrospective analysis of FY 2009 LTCH 
claims data (discussed above), we 
proposed to apply an adjustment for 
changes in documentation and coding 
in a prior period (FYs 2008 and 2009) 
that do not reflect an increase in 
severity of illness of ¥2.5 percent. 
Accordingly, we proposed to update the 
standard Federal rate for FY 2011 based 
on the most recent estimate of the 
market basket increase, including the 
required percentage point reduction and 
a proposed adjustment to account for 
changes in documentation and coding 
practices of ¥2.5 percent. We received 
the following public comments on that 
proposal: 

Comment: MedPAC concurred with 
CMS’ methodology used to estimate the 
documentation and coding effect for 
LTCH and CMS’ proposal to reduce 
LTCH payment rates by 2.5 percent, 
noting that the implementation of MS– 
LTC–DRGs in 2008 gave LTCHs a 
financial incentive to improve 
documentation and coding to more fully 
account for each patient’s severity of 
illness and that there was a need for 
‘‘counterbalancing adjustments to LTCH 
payments to offset the effects of case- 
mix increases due to changes in 
documentation and coding practice.’’ 

Response: We appreciate MedPAC’s 
independent validation and support of 
our methodology, and its support of our 
proposal to reduce LTCH payment rates 
by 2.5 percent to prevent overpayments 
under the LTCH PPS. 

Comment: Most commenters 
questioned our proposed methodology 
for determining the magnitude of the 
effect of documentation and coding due 
to the adoption of the MS–LTC–DRGs. 
As commenters have argued in response 
to prior rulemaking, most of these 
commenters again asserted that our 
proposed methodology made 
assumptions about the cause of the case- 
mix increase that were unsupported and 
that failed to consider ‘‘other 

explanations’’ for those case-mix 
changes, in particular whether actual 
patient severity of illness (that is, ‘‘real’’ 
case-mix) has increased or whether the 
adoption of a more refined patient 
classification system (that is, the MS– 
LTC–DRGs) by its design reflects 
increased case-mix. 

Response: We disagree that the 
methodology employed by our actuaries 
to determine the effect of 
documentation and coding due to the 
adoption of the MS–LTC–DRGs is based 
on unsupported assumptions. As 
discussed in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43971), 
overall case-mix change is 
predominately comprised of three 
factors: ‘‘real’’ case-mix change; a 
documentation and coding effect 
(‘‘apparent’’ change); and a measurement 
effect. Because our proposed 
methodology uses the same year of 
claims data, it is not necessary to 
account for ‘‘real’’ case-mix-growth. This 
is because there can be no real case-mix 
growth measured if the same claims are 
used since the same set of patients (that 
is, the same claims data) is being used 
under the two GROUPERs 
classifications and relative weights. 

We agree that the MS–LTC–DRGs 
were designed to better recognize 
severity of illness among patients and 
may reflect case-mix increase. However, 
consistent with the budget neutrality 
requirement that was established 
concurrent with the adoption of the 
MS–LTC–DRG patient classification 
system in FY 2008, the annual update 
to the classifications and weights should 
not increase or decrease aggregate LTCH 
PPS payments. In other words, these 
changes were intended to be done in a 
budget neutral manner. Therefore, to the 
extent that the adoption of the MS– 
LTC–DRGs themselves reflects a change 
in case-mix that results in an increase or 
decrease in aggregate LTCH PPS 
payments, it is appropriate to make an 
adjustment to account for such changes. 
In other words, a documentation and 
coding adjustment is now necessary 
because the changes in the 
classifications and weights associated 
with the adoption of the MS–LTC–DRGs 
should not increase or decrease the 
aggregate LTCH PPS payments. 

Furthermore, as summarized above, in 
its public comments on our proposal, 
MedPAC concurred with our proposed 
methodology to estimate the 
documentation and coding effect for 
LTCH and independently verified our 
results that the effect is 2.5 percent. 
MedPAC also noted that the 
implementation of MS–LTC–DRGs in 
2008 gave LTCHs a financial incentive 
to improve documentation and coding 

to more fully account for each patient’s 
severity of illness. 

Accordingly, we continue to find the 
methodology used by our actuaries and 
endorsed by MedPAC to determine the 
magnitude of the increase in case-mix 
due to the changes in documentation 
and coding in FYs 2008 and 2009 that 
do not reflect patient severity of illness 
to be the most appropriate methodology. 

Comment: Most commenters opposed 
the proposed ¥2.5 percent adjustment 
to account for the increase in case-mix 
due to the effects of documentation and 
coding in FYs 2008 and 2009 that do not 
reflect severity of illness. As in prior 
rulemaking on this issue, most 
commenters again questioned the 
methodology used by our actuaries and 
endorsed by MedPAC to estimate LTCH 
case-mix increase due to the effects of 
documentation and coding that do not 
reflect increased severity of illness. 
Many of these comments were similar to 
or referenced the comment by NALTH, 
which in summary stated: ‘‘NALTH 
takes issue with the proposed 
adjustment of ¥2.5 percent to the 
update factor for changes in 
documentation and coding practices 
that CMS claims occurred between FYs 
2007 through 2009. * * * In summary, 
we have made findings that CMS’ 
methodology does not result in an 
accurate identification of ‘apparent’ as 
differentiated from ‘real’ case-mix 
severity change from FY 2007 to FY 
2009.’’ 

NALTH asserted that this conclusion 
is supported by a number of factors. 
First, NALTH stated that changes in the 
law have led to changes in the 
distribution of patients admitted to 
LTCHs between FY 2007 and FY 2009. 
Second, NALTH asserted that, under 
our methodology, a finding of no 
increase in case-mix due to 
documentation and coding changes 
‘‘could only occur by pure chance’’ and 
that the adoption of the ‘‘decompressed’’ 
MS–LTC–DRG GROUPER results in a 
more accurate measurement of severity 
for high acuity patients. Third, NALTH 
indicated that changes between primary 
and secondary diagnosis codes led to a 
decrease, not increase, in case-mix. 
Fourth, NALTH used a regression 
analysis to compare the actual and 
predicted prevalence of diagnoses and 
procedure codes for FY 2009 LTCH 
discharges. Fifth, NALTH cited 
standards of ethical coding applied by 
coding professionals that prevent 
changing a primary diagnosis to a 
secondary diagnosis to maximize 
reimbursement. Sixth, NALTH cited 
‘‘resequencing guidelines’’ that have 
been in effect since 2005 and the SSO 
policy, under which NALTH believes 
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that 50 percent to 60 percent of all 
LTCH cases are typically paid less than 
a full MS–LTC–DRG payment, as 
reasons that there is no evidence to 
conclude that documentation and 
coding practices contribute significantly 
to case-mix changes. Lastly, NALTH 
stated that approximately 60 percent of 
the change in FY 2009 GROUPER case- 
mix from FY 2007 to FY 2009 is due to 
a redistribution in case-mix from FY 
2007 through FY 2009 and 
approximately 25 percent of the case- 
mix growth is due to an increase in the 
comorbidities of certain high volume 
ICD–9–CM codes from FY 2007 through 
FY 2009. NALTH stated that the 
remaining 15 percent could be due to an 
‘‘apparent’’ increase in case-mix and, 
therefore, believed that, at most, the 
proposed coding adjustment should be 
¥0.8 percent. 

Response: Both the adoption of the 
severity-adjusted MS–LTC–DRGs as the 
patient classification system under the 
LTCH PPS and the establishment of the 
budget neutrality requirement for the 
annual update to the MS–LTC–DRG 
classifications and relative weights were 
effective beginning in FY 2008. The 
changes in the classifications and 
relative weights associated with FY 
2008 and FY 2009 MS–LTC–DRGs were 
established to improve the accuracy of 
the distribution of payments among 
LTCH patients, not to increase or 
decrease aggregate LTCH PPS payments. 
In other words, these changes were 
intended to be done in a budget neutral 
manner. A retrospective review of LTCH 
claims data allows a determination to be 
made as to the extent to which these 
changes resulted in an increase or 
decrease in aggregate LTCH PPS 
payments, so an offsetting budget 
neutrality adjustment can be made. 
Specifically, a retrospective analysis of 
the LTCH claims data can examine the 
change in the average case-mix under 
the old (for example, FY 2007) and new 
(for example, FY 2009) classifications 
and weights. As stated above in our 
discussion of the documentation and 
classification adjustment for IPPS 
hospitals in section II.D. of this 
preamble and also in prior rulemaking 
(74 FR 43771 and 43971), overall case- 
mix change is predominately comprised 
of three factors: ‘‘real’’ case-mix change; 
a documentation and coding effect 
(‘‘apparent’’ change); and a measurement 
effect. Because year-to-year changes in 
real case-mix are not intended to be 
budget neutral, this must be accounted 
for in the analysis of case-mix change. 
The simplest and most straightforward 
way to account for changes in real case- 
mix is to directly remove them from the 

calculation. This is exactly what the 
proposed methodology employed by our 
actuaries and endorsed by MedPAC 
does. Our actuaries compare the case- 
mix calculated using the same FY 2009 
cases grouped using the FY 2009 MS– 
LTC–DRG classifications and relative 
weights and the FY 2007 LTC–DRG 
classifications and relative weights to 
determine the combined effect of 
documentation and coding changes and 
measurement. An adjustment is then 
made to net out the measurement effect. 
Therefore, differences in case-mix 
calculated using the FY 2007 and FY 
2009 classifications and relative weights 
on the FY 2009 data are not affected by 
real case-mix change, by definition, 
because the same set of patients (that is, 
the same claims data) is being used 
under the two GROUPERs 
classifications and relative weights. This 
simple fact refutes the NALTH assertion 
that our methodology ‘‘does not result in 
an accurate identification of ‘apparent’ 
as differentiated from ‘real’ case mix 
severity change from FY 2007 to FY 
2009.’’ 

Furthermore, none of the supporting 
factors listed by NALTH refute our 
methodology. The first factor, changes 
in the distribution of patients admitted 
to LTCHs between FY 2007 and FY 
2009, and the portion of the seventh 
factor involving increases in patient 
acuity, would influence the change in 
real case-mix. As explained above, our 
methodology directly removes the 
changes in real case-mix from the 
determination of the increase in case- 
mix due to the effects of documentation 
and coding in FYs 2008 and 2009 that 
do not reflect increased severity of 
illness. 

A number of the remaining factors 
(specifically, factors two, three, four and 
seven) listed by NALTH involve 
differences in the distribution of cases 
between FY 2007 and FY 2009. Again, 
the purpose of the proposed 
documentation and coding adjustment 
is to ensure that the changes in the 
classification and relative weights 
associated with FY 2008 and FY 2009 
MS–LTC–DRGs do not increase or 
decrease the aggregate LTCH PPS 
payments. We agree that there is a 
difference between the distribution of 
cases in FY 2007 and the distribution of 
cases in FY 2009. However, this is not 
a refutation of our methodology. In fact, 
it supports the necessity of our 
proposed documentation and coding 
adjustment. Had we known the actual 
distribution of FY 2009 cases when we 
initially determined the FY 2009 budget 
neutral update to the MS–LTC–DRG 
classifications and relative weights back 
in 2008, we would have used this 

information at that time and no further 
adjustment would now be necessary to 
ensure that the FY 2009 update did not 
increase or decrease the aggregate LTCH 
PPS payments. As this information was 
unknown in 2008, we used the most 
recent full year of LTCH claims data 
available to us to update the MS–LTC– 
DRG classifications and relative weights 
for FY 2009 in a budget neutrality 
manner. A finding that the actual 
distribution of cases differs from the 
distribution used in determining the 
initial budget neutral relative weights is 
precisely the reason that an additional 
adjustment is now necessary: we do not 
want changes in the classifications and 
weights associated with FY 2008 and FY 
2009 MS–LTC–DRGs to increase or 
decrease the aggregate LTCH PPS 
payments. 

In response to the assertion that the 
standards of ethical coding applied by 
coding professionals prevent changing a 
primary diagnosis to a secondary 
diagnosis to maximize reimbursement, 
we have never asserted that any party 
acted inappropriately, unethically, or 
otherwise in bad faith by employing 
documentation and coding 
improvement practices associated with 
the adoption the MS–LTC–DRG system. 
Under the previous DRG definitions, it 
was possible for high-severity cases to 
be paid the same as cases with lower 
severity if they grouped to the same 
DRG. The MS–LTC–DRGs were 
introduced as part of the effort to ensure 
that the relative Medicare payment rates 
that hospitals received more reasonably 
matched the resources hospitals 
expended in furnishing care, and CMS 
encouraged hospitals to code as 
accurately as possible with that goal in 
mind. However, it is our finding that the 
systematic effect of changing 
documentation and coding practices has 
led to an increase in LTCHs’ overall 
case-mix that does not reflect a 
commensurate increase in LTCH patient 
severity of illness, and as we discuss in 
greater detail below, it is appropriate to 
adjust the LTCH PPS payment rates to 
account for the increased level of LTCH 
PPS payments due to such 
documentation and coding. 

The sixth factor noted by NALTH, 
which contends that ‘‘resequencing 
guidelines’’ that have been effective 
since April 2005 and the SSO policy 
may result in a decrease in payment 
upon the adoption of the MS–LTC– 
DRGs, is not evidence that changes in 
documentation and coding practices do 
not contribute significantly to case-mix 
changes. We agree that, in some cases, 
the ICD–9–CM coding guidelines may 
result in a case being grouped to a MS– 
LTC–DRG with a lower weight 
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compared to an alternative sequencing 
of ICD–9–CM codes for that case and, 
therefore, will receive a lower payment. 
However, in other instances, the ICD–9– 
CM coding guidelines may result in a 
case being grouped to a MS–LTC–DRG 
with a higher weight and, therefore, will 
receive a higher payment. This fact 
demonstrates that documentation and 
coding practices have an impact on 
case-mix and, therefore, also on 
aggregate LTCH PPS payments. As we 
have discussed above, we believe it is 
appropriate to make an adjustment to 
the LTCH PPS payment rates to account 
for any changes in aggregate LTCH PPS 
payments due to such documentation 
and coding under the MS–LTC–DRGs as 
compared to the effect of the CMS LTC– 
DRGs (that were in effect prior to the 
adoption of the MS–LTC–DRGs) on 
LTCHs’ case-mix. 

Similarly, with regard to the SSO 
policy, we agree that when a case is 
grouped to a higher weighted MS–LTC– 
DRG for FY 2009 (relative to the weight 
of the FY 2007 LTC–DRG to which it 
groups), it may become a SSO case (and 
receive a payment that is less than the 
full LTC–DRG payment). This is the 
case because the average length of stay 
for the ‘‘higher weighted’’ FY 2009 MS 
LTC–DRG is based on the data for 
higher severity, more resource intensive 
cases, which generally have a relatively 
longer length of stay. However, it is also 
true that the cases in a ‘‘lower weighted’’ 
FY 2009 MS–LTC–DRGs will generally 
have a relatively shorter length of stay 
under the MS–LTC–DRGs, as compared 
to the FY 2007 LTC–DRGs, because the 
lower weighted MS–LTC–DRG will 
require less resources. Therefore, a case 
that would have been a SSO under the 
FY 2007 LTC–DRG classifications may 
no longer be a SSO case under the FY 
2009 MS–LTC–DRGs (and is paid a full 
MS–LTC–DRG payment). 

As discussed above, under our budget 
neutrality requirement for the annual 
update to the MS–LTC–DRGs, we 
believe it is appropriate to make an 
adjustment to the LTCH PPS payment 
rates to account for any changes in 
aggregate LTCH PPS payments as a 
result of the transition from the LTC– 
DRGs to the MS–LTC–DRGs. 
Furthermore, we disagree with the 
commenter that 50 percent to 60 percent 
of all LTCH cases are typically paid less 
than a full MS–LTC–DRG payment 
under the SSO policy. Historically, 
approximately 30 to 35 percent of all 
LTCH cases are typically paid under the 
SSO policy. Specifically, an analysis of 
FY 2009 LTCH claims data shows that 
approximately 31 percent of all LTCH 
cases were paid under the SSO policy 
(and received less than a full MS–LTC– 

DRG payment). Moreover, of those cases 
paid under the SSO policy, the payment 
for approximately 40 percent of those 
SSO cases is determined in part based 
on the MS–LTC–DRG relative weight for 
the case. Thus, the LTCH PPS payment 
to the vast majority of LTCH cases is 
determined based on the MS–LTC–DRG 
relative weight. Therefore, 
documentation and coding under the FY 
2009 MS–LTC–DRGs that results in the 
aggregate grouping to a higher weighted 
MS–LTC–DRG do affect aggregate LTCH 
PPS payments. To the extent this 
occurs, as discussed in greater detail 
above, it is appropriate to make an 
adjustment to the LTCH PPS payment 
rates to account for any changes in 
aggregate LTCH PPS payments. 

After consideration of these public 
comments, we continue to find the 
methodology used by our actuaries and 
endorsed by MedPAC to determine the 
magnitude of the increase in case-mix 
due to the effects of documentation and 
coding resulting from the adoption of 
the MS–LTC–DRGs in FYs 2008 and 
2009 that do not reflect increased 
severity of illness to be the most 
appropriate methodology because it 
directly removes real changes in case- 
mix from the calculation. The 
distributional analyses submitted by 
NALTH also indicate that the 
classifications and relative weights 
associated with FY 2008 and FY 2009 
MS–LTC–DRGs increased aggregate 
LTCH PPS payments and support the 
need for a documentation and coding 
adjustment. 

Comment: In addition to challenging 
the proposed methodology for 
determining the proposed ¥2.5 percent 
documentation and coding adjustment, 
some commenters argued, as they have 
in response to past rulemaking, that 
there is no statutory authority to apply 
the proposed ¥2.5 percent 
documentation and coding adjustment. 
Again, these commenters stated that 
Public Law 110–90 contains explicit 
authority to make a documentation and 
coding adjustment to IPPS hospitals, but 
does not extend that authority to 
hospitals paid under the LTCH PPS. 
One commenter argues that the 
Secretary lacks the authority to make a 
documentation and coding adjustment 
under the LTCH PPS based on the 
statutory construct, wherein the LTCH 
PPS is explicitly omitted from the 
requirements of Public Law 110–90. The 
commenter also asserted that the 
Secretary’s ‘‘broad authority’’ under 
section 123 of the BBRA, as amended by 
section 307(b) of the BIPA, is 
‘‘misplaced,’’ given such a statutory 
construct. 

Response: We continue to disagree 
with commenters that the Secretary’s 
broad authority under section 123 of the 
BBRA, as amended by section 307(b) of 
the BIPA, ‘‘to provide for appropriate 
adjustments,’’ including updates, is 
misplaced and cannot be applied in this 
instance. We have discussed the basis 
for applying an adjustment for the 
effects of documentation and coding 
that do not reflect increased severity of 
illness in prior rules (most recently in 
the FY 2010 IPPS/RY 2010 LTCH final 
rule (74 FR 43970)) and do not agree 
that the omission of the applicability of 
the requirements of Pub. L. 110–90 to 
the LTCH PPS limits our authority 
under section 123 of the BBRA, as 
amended by section 307(b) of the BIPA, 
to make such an adjustment. 

Comment: Some commenters believed 
that, in proposing a ¥2.5 percent 
adjustment to account for ‘‘apparent’’ 
case-mix increases from prior years, 
CMS is not appropriately applying the 
market basket update, whose purpose is 
to account for the expected increase in 
the prices of goods and services for the 
upcoming year. The commenters stated 
that CMS provides no data that prices in 
FY 2011 will increase less than the full 
market basket estimate, nor does CMS 
explain how case-mix changes relate to 
the changes in the price of inputs 
measured by the market basket. A few 
commenters also argued that there is no 
basis in the existing regulations to 
adjust for changes in case-mix in 
determining an appropriate market 
basket increase. The commenters stated 
that CMS should update the standard 
Federal rate by ‘‘the full market basket 
update’’ for FY 2011. 

Response: In the May 4, 2010 FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24046), we proposed to update to the 
standard Federal rate for FY 2011 based 
on the most recent estimate of the full 
market basket increase at that time and 
based on a proposed adjustment to 
account for changes in documentation 
and coding practices. As noted above, 
due to the timing of the passage of the 
Affordable Care Act, we were unable to 
address those provisions in the May 4, 
2010 FY 2011 IPPS/LTCH PPS proposed 
rule, and the proposed policies and 
payment rates in that proposed rule did 
not reflect the new legislation. 
Consequently, in the June 2, 2010 FY 
2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30968 through 
30970), we revised our proposed update 
to the standard Federal rate for FY 2011, 
consistent with the provisions of the 
Affordable Care Act, which added 
sections 1886(m)(3)(A)(ii) and 
1886(m)(4)(B) to the Act that require a 
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0.50 percentage point reduction to the 
annual update for rate year 2011. 

Consistent with this requirement, in 
that same supplemental proposed rule, 
we proposed an update to the standard 
Federal rate for FY 2011 based on the 
most recent estimate of the full market 
basket increase at that time minus the 
0.50 percentage point required in 
section 1886(m)(4)(B) of the Act and 
based on a proposed adjustment to 
account for changes in documentation 
and coding practices. Therefore, we 
disagree with the commenters that we 
did not appropriately apply the market 
basket update because our proposed 
update did include the full market 
basket increase to account for the 
expected increase in prices for FY 2011, 
adjusted by the statutorily required 0.50 
percentage point reduction. However, 
the full market basket increase 
(including the required statutory 
reduction) is not the only factor used in 
determining our proposed update for FY 
2011. As discussed above, the Secretary 
has broad authority under the statute to 
determine appropriate updates under 
the LTCH PPS, and we believe it is 
appropriate that the update to the 
standard Federal rate reflect an 
adjustment to account for changes in 
case-mix due to the effects of 
documentation and coding that do not 
reflect increased patient severity of 
illness and costs (‘‘apparent’’ case-mix 
changes). 

The component of our proposed 
update to the standard Federal rate for 
FY 2011 to account for ‘‘apparent’’ case- 
mix changes is not intended to adjust 
for the expected changes in the price of 
inputs for the upcoming year, FY 2011 
(as measured by the market basket), but 
to prospectively adjust the rate so that 
the increased level of payments that 
occurred due to the effects of 
documentation and coding that do not 
reflect increased patient severity of 
illness do not continue into future years. 
As MedPAC stated in its public 
comment, LTCH payment rates should 
be reduced by the proposed adjustment 
for the effects of documentation and 
coding in FYs 2008 and 2009 that do not 
reflect increased severity of illness ‘‘to 
prevent further overpayments.’’ 

We disagree that prior annual updates 
to the LTCH PPS have addressed the 
effects of documentation and coding 
practices in FYs 2008 and 2009. 
Although we have made adjustments for 
the effects of documentation and coding 
practices that do not reflect increased 
patient severity of illness in establishing 
an update to the standard Federal rate 
for the past 4 years (RYs 2007 through 
2010), those adjustments were based on 
LTCH claims data from FYs 2004 

through 2007, respectively. To date, we 
have never based any adjustment based 
on the change in case-mix identified in 
FYs 2008 or FY 2009 claims data. 
Specifically, in the FY 2008 and FY 
2009 final rules, we explained that we 
believe that the adoption of the MS– 
LTC–DRGs would create a risk of 
increased aggregate levels of payment as 
a result of changes in documentation 
and coding practices. However, we did 
not establish any prospective 
adjustment to account for the effect of 
documentation and coding for FY 2008 
or FY 2009 resulting from the adoption 
of the MS–LTC–DRG system because, at 
the time, we had not been able to 
determine an appropriate adjustment 
factor for LTCHs and because we had an 
established mechanism to adjust LTCH 
PPS payments to account for the effects 
of documentation and coding practices 
in a prior period based on actual LTCH 
data. Instead, we indicated that we 
would continue to monitor the LTCH 
payment system, and should we find 
any ‘‘apparent’’ case-mix increase due to 
the adoption of the MS–LTC–DRG 
classification system, we would propose 
appropriate adjustments to account for 
that case-mix increase that is not due to 
increased severity of illness. We also 
discussed our intended future 
evaluation of LTCH claims data and 
resulting case-mix growth from the 
implementation of the MS–LTC–DRG 
system, similar to the evaluation that we 
intended for the MS–DRG system under 
the IPPS, and stated that the analysis, 
findings, and any resulting proposals to 
adjust payments to offset the estimated 
amount of increase or decrease in 
aggregate payments that occurred in FY 
2008 and FY 2009 for LTCHs as a result 
of the effect of documentation and 
coding, will be discussed in future 
years’ proposed rules, which would be 
open for public comment. ((72 FR 47297 
through 47299) and (73 FR 26809)) 

With respect to the comment that 
there is no basis in the existing 
regulations to adjust for changes in case- 
mix in determining an appropriate 
market basket increase, as we discuss 
above, we are not accounting for case- 
mix changes in determining an 
appropriate market basket increase. 
Rather, as explained above, our 
proposed update to the standard Federal 
rate for FY 2011 is based on the full 
market increase (including the required 
statutory reduction) and a separate 
component to adjust for the effect of 
case-mix changes in a prior period (FYs 
2008 and 2009). Furthermore, we point 
out that the existing regulations in 42 
CFR part 412, subpart 0 (the subpart 
governing the LTCH PPS) do not 

address future updates to the standard 
Federal rate, including the update for 
FY 2011. 

Comment: Many of the commenters 
expressed concern that many of the 
proposals affecting the LTCH PPS 
payment rates for FY 2011, including 
the proposed decrease to the standard 
Federal rate and the proposed increase 
to the fixed-loss amount, violates the 
premise that the Medicare program will 
adequately reimburse LTCHs for the 
costs of treating Medicare beneficiaries 
and will result in payments that are 
below the costs incurred for treating 
these patients. The commenters 
contended that CMS did not consider all 
of its payment rate and policy changes 
in developing its proposals for FY 2011, 
especially the impact of the proposed 
increase in the high-cost outlier 
threshold, nor did CMS consider the 
combined impact of the proposed ¥2.5 
percent documentation and coding 
adjustment and the reductions to the 
market basket update mandated by the 
Affordable Care Act. 

Response: We understand the 
commenters’ concern regarding the 
possible financial impact that may be 
caused by the proposed changes to the 
LTCH payment rates and factors for FY 
2011. However, we disagree that we did 
not consider the overall impact of all 
proposed policy changes in developing 
our proposals for FY 2011 under the 
LTCH PPS. As we discussed in greater 
detail above in this preamble and in 
section V. of the Addendum of this final 
rule, we believe that the changes we 
proposed (and are finalizing) to the 
payment rates and factors for FY 2011 
will result in an appropriate level of 
payments under the LTCH PPS. 
Specifically, with regard to the update 
to the standard Federal rate, which 
includes the reductions to the market 
basket update mandated by the 
Affordable Care Act (discussed in V. of 
the Addendum to this final rule), we 
agree with MedPAC that it is 
appropriate to focus on minimizing the 
accumulation of overpayments resulting 
from the effects of documentation and 
coding practices that do not reflect 
increased severity of illness (and costs) 
and should not further delay making the 
¥2.5 percent adjustment to account for 
changes in documentation and coding 
practices in FYs 2008 and 2009 that do 
not reflect patient severity of illness. 
With regard to the increase to the high- 
cost outlier fixed-loss amount, as 
discussed in section V. C. of the 
Addendum of this final rule, based on 
the latest available data and payment 
rate changes we are establishing in this 
final rule, it is necessary to increase the 
fixed-loss amount for FY 2011 in order 
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to maintain the regulatory requirement 
that estimated high-cost outlier 
payments would be equal to 8 percent 
of estimated aggregate LTCH PPS 
payments. 

Comment: Some commenters 
contended that the proposed ¥2.5 
percent adjustment to account for the 
increase in case-mix due to the effects 
of documentation and coding practices 
that do not reflect increased severity of 
illness is ‘‘punitive,’’ ‘‘excessive’’ and 
‘‘unprecedented,’’ stating that ‘‘the size, 
scope and timing of the proposed 
adjustment will have a severe impact on 
LTCHs.’’ The commenters pointed out 
that CMS has never imposed an 
adjustment for the effect of 
documentation and coding practices 
that reduced the standard Federal rate to 
a level that falls below the rate of the 
prior year. The commenters stated 
further that CMS has never 
implemented a single adjustment based 
on multiple years of data, and asserted 
that adopting a reduction to the rates in 
a single fiscal year to reflect changes in 
case-mix that occurred over a 2-year 
period will have a significant financial 
impact on LTCHs. Although disagreeing 
that the proposed ¥2.5 percent 
adjustment to account for the increase 
case-mix due to the effects of 
documentation and coding practices 
that do not reflect increased severity of 
illness is warranted, the commenters 
recommended that, to mitigate the 
financial impact, CMS maintain the RY 
2010 standard Federal rate or phase-in 
the proposed 2.5 percent reduction over 
a 3-year period. 

Response: We understand the 
commenters’ concern regarding the 
possible financial impact that may be 
caused by the proposed changes to the 
LTCH payment rates and factors for FY 
2011. However, we disagree that we did 
not consider the overall impact of all 
proposed policy changes in developing 
our proposals for FY 2011 under the 
LTCH PPS. As we discussed in the 
regulatory impact analysis of the June 2, 
2010 supplemental proposed rule, 
which reflected the provisions of the 
Affordable Care Act as well as other 
proposed rate and policy, we believe 
that the changes we proposed to the 
payment rates and factors for FY 2011 
will result in an appropriate level of 
payments under the LTCH PPS. In that 
impact analysis, we projected an 
average 0.3 percent increase in aggregate 
LTCH PPS payments in FY 2011 as 
compared to RY 2010. In this final rule, 
we projected an average 0.5 percent 
increase in aggregate LTCH PPS 
payments in FY 2011, as compared to 
RY 2010. 

It is true that we never implemented 
an adjustment for the effect of 
documentation and coding practices 
that reduced the standard Federal rate to 
a level below the rate that is currently 
in effect. It is also true that we 
previously have not implemented a 
single adjustment based on multiple 
years of data. However, as we have 
discussed in great detail in this section, 
we believe that documentation and 
coding adjustments to LTCH payments 
is necessary to offset the effects of case- 
mix increases due to documentation and 
coding practices under the MS–LTC– 
DRGs. We have consistently stated since 
the adoption of the MS–LTC–DRGs 
beginning in FY 2008 that we believe 
that the adoption of the MS–LTC–DRGs 
would create a risk of increased 
aggregate levels of payment as a result 
of the effects of documentation and 
coding practices. However, we did not 
establish any prospective adjustment to 
account for improved coding practices 
for FY 2008 or FY 2009 resulting from 
the adoption of the MS–LTC–DRG 
system because, at the time, we had not 
been able to determine an appropriate 
adjustment factor for LTCHs and 
because we had an established 
mechanism to adjust LTCH PPS 
payments to account for the effects in 
documentation and coding practices in 
a prior period based on actual LTCH 
data. Furthermore, as stated above, we 
agree with MedPAC that it is 
appropriate to focus on minimizing the 
accumulation of overpayments resulting 
from the effects of documentation and 
coding practices that do not reflect 
increased severity of illness (and costs) 
and should not further delay making the 
¥2.5 percent adjustment to account for 
the effects of documentation and coding 
practices in FYs 2008 and 2009 that do 
not reflect severity of illness. Therefore, 
we are not adopting the commenters’ 
suggestion to limit the adjustment so 
that the standard Federal rate remains at 
its current level or to phase-in the 
adjustment over more than one year. 
Accordingly, for the reasons discussed 
above, in this final rule, we are 
finalizing our proposal to apply a ¥2.5 
percent adjustment to account for the 
effect of documentation and coding 
practices that do not reflect an increase 
in severity of illness due to the adoption 
of the MS–LTC–DRGs. 

Therefore, in this final rule, under the 
Secretary’s broad authority under 
section 123 of the BBRA, as amended by 
section 307(b) of the BIPA, to provide 
for appropriate adjustments, including 
updates, we are applying an adjustment 
for the effect of documentation and 
coding in a prior period (FYs 2008 and 

2009) that do not reflect an increase in 
patient severity of illness of ¥2.5 
percent. Accordingly, as discussed in 
section V. of the Addendum to this final 
rule, the update to the standard Federal 
rate for FY 2011 is ¥0.49 percent, 
which is based on the most recent 
estimate of the market basket increase, 
including the required percentage point 
reduction, of 2.0 percent and an 
adjustment to account for the effect of 
documentation and coding practices of 
¥2.5 percent. 

D. Change in Terminology From ‘‘Rate 
Year’’ to ‘‘Fiscal Year’’ 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24046), we made 
several proposals that were designed to 
promote clarity regarding the changes 
that have been made to the schedule 
and terminology associated with the 
annual update for the LTCH standard 
Federal payment rates and the MS– 
LTC–DRG relative weights as well as the 
publication cycle for rulemaking for the 
LTCH PPS. A historical review of these 
changes is as follows: 

• Initially, the standard Federal rates 
and the LTC–DRG classification and 
relative weights were established on a 
Federal Fiscal year (FY) cycle of October 
1 through September, beginning October 
1, 2002 (FY 2003). 

• In the June 6, 2003 Federal Register 
(68 FR 34125), the LTCH PPS final rule 
changed the annual update of the 
standard Federal rate to a July 1 to June 
30 cycle (the LTCH PPS rate year (RY)) 
while it continued to provide for an 
update of the LTC–DRG classification 
and relative weights on the FY 
schedule, effective from October 1 
through September 30 in conformity 
with the IPPS. 

• Beginning with the annual update 
to the LTCH PPS that took effect on 
October 1, 2009, we consolidated the 
rulemaking cycle for the annual update 
of the LTCH PPS Federal payment rates 
with the annual update of the MS–LTC– 
DRG classifications and weights for 
LTCHs so that the updates to the rates 
and factors have an October 1 effective 
date and occur on the same schedule 
and appear in the same Federal Register 
document. To reflect this change to the 
annual payment rate update cycle, we 
revised the regulations at § 412.503 to 
specify that, beginning on or after 
October 1, 2009, the LTCH PPS rate year 
is defined as October 1 through 
September 30 (73 FR 26797 through 
26798 and 26838). 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24046 and 24047), 
we proposed to change the terminology 
used under the LTCH PPS with respect 
to the annual update to the standard 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00356 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50397 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

Federal rate and the MS–LTC–DRG 
relative weight recalibration cycle. 
Specifically, we proposed to change 
from using the term ‘‘rate year’’ to ‘‘fiscal 
year,’’ in order to conform with the 
standard definition of the Federal fiscal 
year (October 1 through September 30) 
used by the IPPS. Because the annual 
updates to both the LTCH PPS standard 
Federal rate (and associated factors) and 
the MS–LTC–DRG classifications and 
relative weights now occur at the same 
time as the annual updates under the 
IPPS, we believe this change eliminates 
any possible confusion that may be 
caused by continuing to identify the 
LTCH update cycle as a ‘‘rate year.’’ 
Therefore, we proposed to use the term 
‘‘fiscal year’’ when referring to the 
annual updates for the LTCH standard 
Federal payment rates and the MS– 
LTC–DRG relative weights as well as to 
the publication cycle for rulemaking for 
the LTCH PPS. We proposed to add a 
definition of ‘‘long-term care hospital 
prospective payment system fiscal year’’ 
at § 412.503 (75 FR 24058). We also 
proposed to revise our definition of 
‘‘long-term care hospital prospective 
payment system rate year’’ in the 
regulations at § 412.503 to reflect that 
such term does not apply to time 
periods after September 30, 2010 (75 FR 
24046 and 24058). 

For a detailed description of our 
rationale regarding the above-described 
proposed changes, we refer the reader to 
the discussion in the FY 2011 IPPS/ 
LTCH PPS proposed rule (75 FR 24046 
and 24047). 

In addition, we proposed to add a 
definition of ‘‘long-term care hospital 
prospective payment system payment 
year’’ to § 412.503 in order to encompass 
both the long-term care hospital 
prospective payment system rate year 
and the long-term care hospital 
prospective payment system fiscal year. 
It is our intent that this term would be 
used when describing ongoing policy 
features of the LTCH PPS for which, 
depending upon the time period, either 
the term ‘‘long-term care hospital 
prospective payment system rate year’’ 
or ‘‘long-term care hospital prospective 
payment system fiscal year’’ would be 
applicable. We refer readers to the FY 
2011 IPPS/LTCH PPS proposed rule (75 
FR 24046) for a discussion of our 
rationale for this change. Also, as a 
conforming change, we proposed to 
change the terminology in 
§ 412.525(a)(1) and (a)(2), which 
describes the high-cost outlier policy 
(an ongoing feature of the LTCH PPS 
from its inception), from ‘‘long-term care 
hospital prospective payment system 
rate year’’ to ‘‘long-term care hospital 
prospective payment system payment 

year.’’ We believe that this change, 
which would reference the proposed 
new definition of the long-term care 
hospital prospective payment system 
payment year period at § 412.503, 
reflects the application of the high-cost 
outlier policy for the period 
encompassed by both the current ‘‘rate 
year’’ terminology and the proposed 
change to ‘‘fiscal year’’ terminology, 
described above. We believe that these 
changes present a straightforward way 
to provide additional clarity to our 
regulations in a circumstance that 
reflects changes in terminology but does 
not entail any change to the high-cost 
outlier policy. 

We received several comments on this 
proposed clarification and revision of 
terminology, all of them strongly in 
favor of the proposed changes. 
Therefore, for the reasons set forth in 
the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24046 through 24047) and 
in light of the public’s support for our 
proposals, we are adopting as final 
without modification the proposed 
change in terminology from LTCH PPS 
‘‘rate year’’ to LTCH PPS ‘‘fiscal year’’ 
beginning October 1, 2010 (FY 2011) 
and the proposed changes to § 412.503 
with the addition of the definition of 
‘‘long-term care hospital prospective 
payment system fiscal year’’ and the 
modification of the definition of ‘‘long- 
term care hospital prospective payment 
system rate year.’’ We also are finalizing 
the addition of the term ‘‘long-term care 
hospital prospective payment system 
payment year’’ at § 412.503 and the 
conforming regulation text changes at 
§ 412.525(a)(1) and (a)(2) to capture this 
new term. 

E. Finalization of Interim Final Rule 
With Comment Period Implementing 
Section 4302 of the American Recovery 
and Reinvestment Act of 2009 (Pub. L. 
111–5) Relating to Payments to LTCHs 
and LTCH Satellite Facilities 

1. Background 
On August 27, 2009, we published in 

the Federal Register (74 FR 43990 
through 43992), an interim final rule 
with comment period to implement 
certain provisions of section 4302 of the 
American Recovery and Reinvestment 
Act of 2009 (ARRA) (Pub. L. 111–5). 
Section 4302 of the ARRA amended 
several provisions of section 114 of the 
MMSEA relating to LTCHs. Specifically, 
section 4302(a) amended sections 
114(c)(1) and (c)(2) of the MMSEA, and 
section 4302(b) amended section 
114(d)(3)(A) of the MMSEA. In both 
cases, these ARRA provisions were to be 
effective and applicable as if the 
amendments had been included in the 

MMSEA. (The enactment of the 
Affordable Care Act amended certain 
provisions of the MMSEA which had 
been amended by the ARRA.) Below we 
briefly review the amendments made to 
sections 114(c)(1) and (c)(2) and section 
114(d) of the MMSEA by section 4302(a) 
and (b), respectively, of the ARRA, 
respond to the one public comment that 
we received on the August 27, 2009 
interim final rule with comment period, 
and finalize the policies as described 
below. (We note that the timeframes in 
these provisions were subsequently 
amended by the provisions of the 
Affordable Care Act as discussed below 
in section VII.F. of this preamble.) 

2. Amendments Relating to Payment 
Adjustment to LTCHs and LTCH 
Satellite Facilities Made by Section 
4302 of the ARRA 

Section 114(c)(1)(A) and (B) of the 
MMSEA established a 3-year delay, for 
cost reporting periods beginning on or 
after December 29, 2007, for 
freestanding LTCHs (defined at 
§ 412.23(e)(5)) and ‘‘grandfathered’’ long- 
term care hospitals-within-hospitals 
(HwHs), from the application of the 
percentage threshold payment 
adjustment established under § 412.536 
or § 412.534, respectively, or any similar 
provision. Section 4302(a)(1) of the 
ARRA amended the provisions of 
sections 114(c)(1)(A) and (B) of the 
MMSEA as follows: 

First, under section 4302(a)(1)(A) of 
the ARRA, the heading of section 
114(c)(1) is changed to ‘‘Delay in 
Application of 25 Percent Patient 
Threshold Payment Adjustment’’ from 
the original ‘‘No Application of 25 
Percent Patient Threshold Payment 
Adjustment to Freestanding and 
Grandfathered LTCHs.’’ 

Second, under section 4302(a)(1)(B) of 
the ARRA, the effective date of the delay 
in application of the 25-percent patient 
threshold payment adjustment found in 
section 114(c)(1) of the MMSEA is 
changed from the date of enactment of 
the MMSEA (that is, December 29, 2007) 
to July 1, 2007. As a result, for a 
‘‘grandfathered’’ long-term care HwH or 
a ‘‘freestanding’’ LTCH with a cost 
reporting period beginning before 
December 29, 2007, the applicable 
payment adjustments at § 412.534(h) 
and § 412.536 would be delayed 3 years. 
This is the case because our regulations 
at § 412.534(h), with respect to 
‘‘grandfathered’’ LTCHs, and § 412.536 
with respect to all LTCHs, were to be 
effective beginning with cost reporting 
periods beginning on or after July 1, 
2007. Therefore, the amendment made 
by section 4302(a)(1)(B) of the ARRA to 
section 114(c)(1) of the MMSEA results 
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in a uniform application of the statutory 
3-year relief from the 25 percentage 
threshold payment adjustment. 

Third, section 4302(a)(1)(C) of the 
ARRA added, for 3 years, a third 
category of LTCHs that will not be 
subject to §§ 412.534 and 412.536, or 
any similar provisions of the regulations 
for a 3-year period for cost reporting 
periods beginning on or after July 1, 
2007. Specifically, section 4302(a)(1)(C) 
of the ARRA extended the 3-year 
exemption from the percentage 
threshold payment adjustments at 
§§ 412.534 and 412.536 to include 
‘‘* * * a long-term care hospital, or 
satellite facility, that as of December 29, 
2007, was co-located with an entity that 
is a provider-based, off-campus location 
of a subsection (d) hospital which did 
not provide services payable under 
section 1886(d) of the Social Security 
Act at the off-campus location * * *.’’ 
Therefore, no percentage threshold (and 
therefore, no payment adjustment) will 
be applied for patients discharged from 
an acute care hospital who are admitted 
to a LTCH or LTCH satellite facility that 
is co-located with an entity that is a 
provider-based, off-campus location of 
an acute care hospital (as set forth in our 
regulations at § 413.65) as long as there 
are no inpatient acute care hospital 
services payable under section 1886(d) 
of the Act offered at that off-campus 
location. For example, this would apply 
to a situation where an acute care 
hospital, that Medicare pays under the 
IPPS, is located on the main campus of 
a multicampus entity and, on a second 
campus of that acute care hospital, the 
LTCH shares a building with an IRF unit 
or an outpatient clinic that is provider- 
based to the acute care hospital as long 
as there are no services payable under 
the IPPS hospital provided at that 
second campus. 

Section 114(c)(2) of the MMSEA 
provided, for a 3-year period, increases 
in the percentage thresholds (‘‘payment 
adjustments’’) established under 
§ 412.534 for ‘‘applicable’’ LTCHs or 
satellite facilities for cost reporting 
periods beginning on or after December 
29, 2007. Specifically, if the threshold 
percentage would have been 25 percent, 
for 3 years it will increase to 50 percent; 
and if the threshold would have been 50 
percent prior to the enactment of the 
MMSEA, it will increase to 75 percent. 
The term ‘‘applicable’’ was defined as 
‘‘* * * a hospital or satellite facility that 
is subject to the transition rules under 
section 412.534(g) of title 42 of the Code 
of Federal Regulations.’’ The revisions 
made by section 114(c)(2) of the 
MMSEA were limited to a hospital or a 
satellite subject to the transition rules at 
§ 412.534(g) of the regulations. 

However, because ‘‘grandfathered’’ 
LTCH satellite facilities are subject to 
the transition at § 412.534(h) of the 
regulations, not at § 412.534(g), the 
percentage increase resulting from the 
application of section 114(c)(2) did not 
apply to them (73 FR 29703). 

Section 4302(a)(2)(A) of the ARRA 
modified the definition of ‘‘applicable 
long-term care hospital or satellite 
facility.’’ This provision amended 
section 114(c)(2)(B)(ii) of the MMSEA 
by specifying that those ‘‘grandfathered 
satellites’’ described in § 412.22(h)(3)(i) 
of the regulations were to be included 
in the definition. (Under 
§ 412.22(h)(3)(i), ‘‘grandfathered’’ 
satellites were exempted from 
compliance with the ‘‘separateness and 
control’’ rules specified in § 412.22(h) if 
they had been structured as a satellite 
facility on or before September 30, 
1999.) However, we note that 
‘‘grandfathered satellites’’ under 
§ 412.22(h)(3) continue to be subject to 
the applicable percentage thresholds 
outlined in § 412.536 for patients 
admitted from any individual hospital 
with which they were not co-located 
because there were no exceptions for 
such entities for purposes of payment as 
provided in § 412.536. Section 
4302(a)(1)(C) of the ARRA provided that 
grandfathered satellite facilities under 
§ 412.22(h)(3) will not be subject to 
§§ 412.534 and 412.536, or any similar 
provision of the regulations, for a 3-year 
period for cost reporting periods 
beginning on or after July 1, 2007. 
Specifically, under section 4302(a)(1)(C) 
of the ARRA that amended section 
114(c)(1) of the MMSEA, no percentage 
threshold (and, therefore, no payment 
adjustment) will be applied for patients 
discharged from an acute care hospital 
who are admitted to a LTCH or LTCH 
satellite facility that, as of December 29, 
2007, was co-located with an entity that 
is a provider-based, off-campus location 
of an acute care hospital (as set forth in 
the regulations at § 413.65) as long as 
there are no inpatient acute care 
hospital services payable under section 
1886(d) of the Act provided at that off- 
campus location. 

Section 114(c)(2)(C) of the MMSEA 
applied the 3-year increase in the 
percentage thresholds at § 412.534 of the 
regulations for cost reporting periods 
beginning on or after the date of 
enactment of the MMSEA (December 29, 
2007). Section 4302(a)(2)(B) of the 
ARRA revised the effective date of the 
MMSEA provisions to cost reporting 
periods beginning on or after October 1, 
2007, for LTCHs and LTCH satellite 
facilities that were subject to the 
transition rules under § 412.534(g) and 
also established the effective date as 

cost reporting periods beginning on or 
after July 1, 2007, ‘‘* * * in the case of 
a satellite facility described in section 
412.22(h)(3)(i) of title 42 of the Code of 
Federal Regulations.’’ (Different dates 
are applicable because the effective date 
for the 25 percent threshold payment 
adjustment policy for LTCHs and LTCH 
satellite facilities governed under 
§ 412.534(g) was October 1, 2005, while 
the percent threshold for 
‘‘grandfathered’’ LTCH satellite facilities 
policy was effective for cost reporting 
periods beginning on or after July 1, 
2007.) 

The result of this modification in the 
effective date of the 3-year increase in 
the percentage threshold for 
‘‘applicable’’ LTCHs and LTCH satellite 
facilities (now including ‘‘grandfathered 
satellites’’) is that LTCHs and LTCH 
satellite facilities will not have the fully 
phased-in 25 percentage threshold 
payment adjustment applied for cost 
reporting periods beginning on or after 
October 1, 2007, and ‘‘grandfathered’’ 
satellite facilities will not be subject to 
the transition to the 25 percentage 
threshold for cost reporting periods 
beginning on or after July 1, 2007. 

To implement the provisions of 
section 4302 of the ARRA, in the August 
27, 2009 interim final rule with 
comment period, we revised the 
regulations at §§ 412.534 and 412.536 to 
reflect the statutory revisions described 
above. 

Comment: One commenter stated that 
CMS had failed to specify that a 
‘‘grandfathered’’ LTCH satellite facility 
that met the description of the third 
category of LTCHs and LTCH satellite 
facilities included in the amendment to 
section 114(c)(1) of the MMSEA by 
section 4302(a)(1)(C) of the ARRA (that 
is, ‘‘* * * a long-term care hospital, or 
satellite facility, that as of December 29, 
2007, was co-located with an entity that 
is a provider-based, off-campus location 
of a subsection (d) hospital which did 
not provide services payable under 
section 1886(d) of the Social Security 
Act at the off-campus location’’) was 
also exempt from compliance with the 
25-percent policy for 3 years. 

Response: We agree all those LTCH 
satellite facilities described above are 
exempt from the 25-percent policy at 
§ 412.536 for 3 years. 

In this final rule, we are finalizing the 
provisions of the August 27, 2009 
interim final rule with comment period 
which revised the regulations at 
§§ 412.534 and 412.536 to reflect the 
ARRA statutory revisions. 
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3. Amendment to the Moratorium on the 
Increase in Number of Beds in Existing 
LTCHs or LTCH Satellite Facilities 
Made by Section 4302 of the ARRA 

Section 114(d) of the MMSEA 
provided a 3-year moratorium on any 
increase in the number of hospital beds 
in existing LTCHs and LTCH satellite 
facilities. (The definition of an existing 
LTCH and LTCH satellite facility for 
purposes of this policy is codified at 
§ 412.23(e)(7)(i).) Section 114(d) of the 
MMSEA included an exception to the 
moratorium on the increase in hospital 
beds in existing LTCHs and LTCH 
satellite facilities. Specifically, section 
114(d)(3)(A) of the MMSEA provided 
that the moratorium on the increase in 
beds in an existing LTCH or LTCH 
satellite facility would not apply to an 
increase in beds if an existing LTCH or 
LTCH satellite facility is ‘‘located in a 
State where there is only one other long- 
term care hospital; and requests an 
increase in beds following the closure or 
the decrease in the number of beds of 
another long-term care hospital in the 
State.’’ 

Section 4302(b) of the ARRA added 
an additional exception to the bed- 
increase moratorium in an existing 
LTCH or LTCH satellite facility ‘‘* * * 
if the hospital or facility obtained a 
certificate of need for an increase in 
beds that is in a State for which such 
certificate of need is required and that 
was issued on or after April 1, 2005, and 
before December 29, 2007.’’ 

Accordingly, in the August 27, 2009 
interim final rule with comment period, 
we revised our regulations at 
§ 412.23(e)(7)(ii)(B) to include the new 
exception to the moratorium on an 
increase in the number of beds in 
existence in an existing LTCH or LTCH 
satellite facility beyond those in 
existence on December 29, 2007. 

Section 4302(c) of the ARRA specifies 
that the ‘‘* * * effective date of the 
amendments made by this section shall 
be effective and apply as if included in 
the enactment of the Medicare, 
Medicaid, and SCHIP Extension Act of 
2007’’ (Pub. L. 110–173). 

We did not receive any public 
comments on this provision in the 
August 27, 2009 interim final rule with 
comment period. Therefore, we are 
finalizing, without modification, our 
revision of § 412.23(e)(7)(ii)(B) to 
include the new exception to the 
moratorium on an increase in the 
number of beds in existence in an 
existing LTCH or LTCH satellite facility 
beyond those in existence on December 
29, 2007. 

F. Extension of Certain Payment Rules 
for LTCH Services and Moratorium on 
the Establishment of Certain Hospitals 
and Facilities and the Increase in 
Number of Beds in Existing LTCHs or 
LTCH Satellite Facilities 

1. Background 
As explained in the June 2, 2010 FY 

2011 IPPS/LTCH PPS supplemental 
proposed rule, sections 114(c) and (d) of 
MMSEA (Pub. L. 110–173, enacted 
December 29, 2007), made various 
changes to certain LTCH PPS policies. 
These changes were implemented in 
two interim final rules published in 
May 2008 (73 FR 24871 and 73 FR 
29699). The ARRA (Pub. L. 111–5) was 
enacted on February 17, 2009, and 
section 4302 of the ARRA amended 
sections 114(c) and (d) of the MMSEA. 
These changes were implemented in an 
interim final rule with comment period, 
which was published with the FY 2010 
IPPS/RY 2010 LTCH PPS final rule (74 
FR 43990 through 43994). In that same 
rule, the MMSEA provisions that were 
not affected by the passage of ARRA 
were finalized. (For a more complete 
description of the MMSEA, as amended 
by ARRA changes to LTCH PPS policies, 
we refer readers to the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 43976 
through 43990). 

Subsequent to the passage of the 
ARRA, the Patient Protection and 
Affordable Care Act and the Health Care 
Education Reconciliation Act of 2010 
(collectively referred to as the 
Affordable Care Act) was passed. 
Sections 3106 and 10312 of the 
Affordable Care Act together provide for 
a 2-year extension to the payment 
policies applicable to LTCHs and LTCH 
satellite facilities set forth in sections 
114(c) and (d)(1) of the MMSEA, as 
amended by the ARRA. Specifically, 
sections 3106 and 10312 of the 
Affordable Care Act together result in 
the phrase ‘‘3-year period’’ being 
replaced with the phrase ‘‘5-year period’’ 
each place it appears in sections 114(c) 
and (d)(1) of MMSEA, as amended by 
the ARRA. (The ARRA amendments, 
which were implemented in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43990 through 43994) are 
finalized in section VII. E. of this final 
rule.) We note that the changes required 
by sections 3106 and 10312 of the 
Affordable Care Act are self- 
implementing and were announced in 
the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule. In that 
same proposed rule, we also proposed 
to revise the regulation text to 
incorporate such existing law. 

Sections 3106 and 10312 of the 
Affordable Care Act, which amended 

sections 114(c) and (d)(1) of the 
MMSEA, as amended by the ARRA, 
result in the following: 

• An additional 2-year delay in the 
application of the SSO payment 
adjustment, which would have applied 
the additional payment option of an 
‘‘IPPS comparable’’ payment to LTCHs 
for certain SSO cases where the covered 
length of stay is less than or equal to the 
‘‘IPPS comparable threshold’’ (75 FR 
30966 and 72 FR 26904 through 26918). 
Therefore, the Secretary will not apply 
this SSO payment adjustment for the 
5-year period beginning on the date of 
enactment of MMSEA (December 29, 
2007). As proposed, in this final rule the 
regulations at § 412.529(c)(2) and (c)(3) 
are revised to incorporate this 
additional 2-year delay provided for 
under the Affordable Care Act. 

• An additional 2-year delay in the 
one-time prospective budget neutrality 
adjustment to the standard Federal rate 
(§ 412.523(d)(3)). Thus, the Secretary is 
precluded from making the one-time 
adjustment to standard Federal rate 
until December 29, 2012. For a detailed 
description of this change, we refer 
readers to the discussion in the FY 2011 
IPPS/LTCH PPS supplemental proposed 
rule (75 FR 30966). As proposed, in this 
final rule the regulations at 
§ 412.523(d)(3) are revised to 
incorporate this additional 2-year delay. 

• An increase from 3 years to 5 years 
to the timeframes set forth in section 
114(c) of the MMSEA as amended by 
the ARRA, thereby extending for an 
additional 2 years the delay in the 
application of the 25-percent payment 
threshold policy for certain LTCHs and 
LTCH satellite facilities (§§ 412.534 and 
412.536), and extending for an 
additional 2 years, the increased 
percentage thresholds outlined at 
section 114(c)(2) of the MMSEA as 
amended by the ARRA (which is 
discussed in detail in section VII. E. of 
this final rule). As proposed, in this 
final rule we are amending the 
regulations at § 412.534(c)(1) through 
(c)(3), (d)(1) through (d)(3), (e)(1) 
through (e)(3), (h)(4) through (h)(5) and 
§ 412.536(a)(2) to incorporate the 2-year 
delay and extension, as applicable, 
provided for under the Affordable Care 
Act. For a detailed description of 
sections 114(c)(1) and (c)(2) of the 
MMSEA as amended by the ARRA and 
the regulations implementing those 
provisions, we refer readers to the LTCH 
PPS interim final rule with comment 
period at 73 FR 29701 through 29704, 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule at 74 FR 43980 through 43984, 
and section VII. E. of this final rule 
where we finalize the interim final rule 
with comment period implementing 
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section 4302 of the ARRA, which we 
published in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43990 
through 43993). 

• Additional 2-year extensions of the 
moratorium on the establishment of new 
LTCHs and LTCH satellite facilities and 
the moratorium on the increase of LTCH 
beds in existing LTCHs or satellite 
facilities as provided by section 114(d) 
of the MMSEA as amended by the 
ARRA. In general, section 114(d) of the 
MMSEA as amended by the ARRA 
precluded the establishment and 
classification of new LTCHs or LTCH 
satellite facilities or additional beds 
from being added to existing LTCHs or 
LTCH satellite facilities unless one of 
the specified exceptions to the 
particular moratorium was met. For a 
detailed description of the moratoriums, 
we refer readers to the discussions at 73 
FR 29704 through 29707, 74 FR 43985 
through 43992, and 75 FR 30968. As 
proposed, in this final rule we are 
amending the regulations at 
§ 412.23(e)(6)(i) and (e)(7)(ii) to 
incorporate the additional 2-year 
extension of the moratoriums, discussed 
above. 

We did not receive any public 
comments on the provisions as 
presented in the June 2, 2010 
supplemental proposed rule, and 
therefore, in this final rule, we are 
finalizing these provisions as presented. 

VIII. Effective Date of Provider 
Agreements and Supplier Approvals 

A. Background 

Section 1866 of the Act states that any 
provider of services as defined under 
section 1861(u) of the Act (except a fund 
designated for purposes of sections 
1814(g) and 1835(e) of the Act) shall be 
qualified to participate in the Medicare 
program and shall be eligible for 
Medicare payments if it files with the 
Secretary a Medicare provider 
agreement and abides by the 
requirements applicable to Medicare 
provider agreements. These 
requirements are incorporated into our 
regulations in 42 CFR part 489, subparts 
A and B. Section 1866(b)(2) of the Act 
provides that the Secretary may refuse 
to enter into, or may terminate, an 
agreement with a provider for various 
reasons, including the provider’s failure 
to comply with the provisions of the 
agreement and if it has been determined 
that the provider fails to meet the 
applicable provisions of section 1861 of 
the Act, including health and safety 
standards. Certain suppliers are also 
required under the Act to meet health 
and safety standards specified by the 
Secretary: Section 1861(aa)(2)(K), with 

respect to rural health clinics; section 
1832(a)(2)(F)(i), with respect to 
ambulatory surgical centers; and section 
1881(b)(1)(A), with respect to providers 
of renal dialysis services. 

Under section 1864(a) of the Act, the 
Secretary enters into agreements with 
State agencies to determine if providers 
and suppliers meet the requisite 
Medicare requirements. Section 1865 of 
the Act permits CMS to ‘‘deem’’ facilities 
that have been accredited by a national 
accreditation organization under a CMS- 
approved accreditation program as 
having met the Medicare health and 
safety standards. Section 1871 of the Act 
authorizes the Secretary to adopt such 
regulations as may be necessary to carry 
out the requirements of Title XVIII of 
the Act. 

On August 18, 1997, we adopted 
regulations, effective September 17, 
1997 (1997 final rule), establishing 
uniform criteria for determining the 
effective dates of provider agreements 
and supplier approvals in the Medicare 
and Medicaid programs (62 FR 43931). 
Included in these regulations was 42 
CFR 489.13, governing the 
determination of the effective date of a 
Medicare provider agreement or 
supplier approval for health care 
facilities that are subject to survey and 
certification. Facilities subject to survey 
and certification are those that must 
comply with Medicare health and safety 
standards, that is, the conditions of 
participation (CoPs), long-term care 
requirements, conditions for coverage 
(CfC), or conditions for certification, 
depending on the type of facility. (The 
regulations exempt clinical laboratories, 
community mental health centers, and 
federally qualified health centers from 
its general provisions, establishing 
alternative requirements for these 
entities.) Compliance with the 
applicable health and safety standards is 
determined through an onsite survey by 
a State survey agency, CMS, or a CMS 
contractor, or, in accordance with 
section 1865 of the Act, CMS may 
‘‘deem’’ an entity to have satisfied these 
requirements if it has been accredited by 
a national accreditation program 
approved by CMS. Currently, we have 
approved 15 accreditation programs 
offered by 7 national accreditation 
organizations for the following types of 
providers or suppliers: Hospitals, CAHs, 
HHAs, hospices, and ambulatory 
surgical centers. 

Under § 489.13(b) of the regulations, 
the date the survey is completed is the 
effective date of the provider agreement 
or supplier approval, if all applicable 
Federal requirements have been met on 
that date. Similarly, § 489.13(d) 
provides that the effective date for a 

provider or supplier accredited by a 
national accreditation organization 
under a CMS-approved program, and 
which is subject to additional 
requirements not contained in the 
approved program, is the date on which 
all Federal requirements have been met, 
including the additional requirements. 
We have interpreted these provisions to 
mean not only that the survey/ 
accreditation decision must show that 
the prospective provider or supplier is 
in compliance with all of the applicable 
health and safety standards, but also 
that all other Federal requirements 
related to the prospective provider’s or 
supplier’s participation in the Medicare 
program have been met. 

Other Federal requirements include, 
but are not limited to, the submission of 
an application to enroll in the Medicare 
program that has been reviewed by our 
legacy fiscal intermediaries, legacy 
carriers, or MACs, as applicable, and 
has been found to meet the enrollment 
requirements established in 42 CFR part 
424, subpart P. Other Federal 
requirements also include, for 
providers, compliance with Office for 
Civil Rights requirements. There also 
are additional Federal requirements 
specific to certain provider types, such 
as IPPS exclusion requirements for 
certain types of hospitals, capitalization 
and surety bond requirements for home 
health agencies, among others. 

Under our current process, section 
2003B of the State Operations Manual 
(SOM) (Publication No. 100–07) states 
that: ‘‘The SA [State Survey agency] 
should not perform a survey of a new 
facility until it has received notice from 
the FI [fiscal intermediary] or carrier 
that the information provided on the 
enrollment application has been 
verified.’’ Section 2005 of the SOM 
further states: ‘‘The MAC/legacy FI will 
process the Form CMS–855A and the 
MAC/legacy Carrier will process the 
Form CMS–855B, depending on which 
contractor is responsible for processing 
bills or claims for the provider/supplier. 
* * * The State Survey Agency will be 
responsible for surveying initial 
applicants following the contractor’s 
recommendation for approval, and 
providing the initial certification 
package.’’ (Emphasis added.) 

In accordance with § 488.8(a)(2) of the 
regulations, one of the requirements for 
our approval of a national accreditation 
program is the comparability of its 
survey process to that of State survey 
agencies. Consistent with this 
requirement, in Survey and Certification 
Policy Memorandum S&C–09–08, dated 
October 17, 2008, we indicated that a 
CMS-approved national accreditation 
organization also must not conduct a 
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survey of a facility seeking a Medicare 
provider agreement or supplier approval 
until after the MAC, the legacy fiscal 
intermediary, or the legacy carrier has 
completed its review of the enrollment 
application and notified the applicant 
that its review has been completed and 
a recommendation has been made to 
CMS. 

Therefore, historically, in the normal 
course of events, the survey (including 
the Life Safety Code survey, if 
applicable) of a prospective provider or 
supplier has usually occurred after it 
has demonstrated that it meets the 
Medicare enrollment requirements (that 
is, CMS contractor processing of the 
Form CMS–855 application), and, as a 
result, the effective date of a provider 
agreement or supplier approval is 
generally later than the date when the 
contractor has verified that all 
enrollment requirements have been met. 
However, on occasion, a survey can take 
place before the CMS contractor has 
verified that enrollment requirements 
have been met. This has tended to 
happen more frequently in the case of 
facilities that seek to satisfy Medicare 
participation requirements through 
accreditation by a CMS-approved 
accreditation program, because the 
accreditation organization relies upon 
the facility to advise it when it has 
received notice of completion of the 
review of its enrollment application. 
This can result in the date of an 
accreditation decision preceding the 
date when the CMS contractor 
determination has occurred. In addition, 
in order to prevent fraud and abuse, 
there may be other situations in which 
the CMS contractor performs additional 
enrollment verification activities even 
after a health and safety survey has been 
performed. 

In cases where the CMS contractor 
finds that the prospective provider’s or 
supplier’s compliance with enrollment 
requirements did not occur until after a 
survey by the State survey agency or 
after the accreditation survey and 
accreditation decision take place, it is 
our policy, consistent with our 
interpretation of § 489.13(b), to make the 
effective date of the provider agreement 
or supplier approval the date when the 
enrollment requirements are considered 
to have been met. Specifically, the 
effective date would be the date that 
CMS determines, pursuant to its 
contractor review and verification 
activities, that the applicant is in 
compliance with all enrollment 
requirements and CMS is prepared to 
convey Medicare billing privileges to 
the provider or supplier. However, if 
there are still other Federal 
requirements that remain to be satisfied, 

such as submission of required civil 
rights compliance documentation or 
satisfaction of the specialized 
requirements governing IPPS-excluded 
hospitals, the effective date would be 
the date when the last requirement has 
been satisfied, as determined by CMS. 

B. Departmental Appeals Board 
Decision 

In a decision dated September 28, 
2009, the Appellate Division of the 
Departmental Appeals Board (DAB), in 
the case of Renal CarePartners of Delray 
Beach, LLC v. Centers for Medicare and 
Medicaid Services (DAB Decision No. 
2271), rejected our longstanding 
interpretation of § 489.13(b). In this 
case, a State survey agency completed 
an initial certification survey on July 6, 
2007, of an end-stage renal disease 
supplier, Renal CarePartners, prior to 
the CMS contractor’s November 21, 
2007 recommendation of approval of the 
supplier’s enrollment application. The 
DAB concluded that there was no basis 
in regulation or policy issuances for our 
position that CMS contractor approval is 
a requirement a supplier must satisfy 
‘‘before it may furnish services for which 
it will be reimbursed under Medicare 
once it is enrolled and obtains billing 
privileges’’ (DAB Decision No. 2271, 
page 2). The DAB further characterized 
the issue as ‘‘* * * not whether the 
effective date may be earlier than the 
date Renal CarePartners complied with 
a prerequisite it was required to meet in 
order to enroll, but whether the effective 
date must be delayed until the date the 
Medicare contractor notified CMS that 
the requirements were met’’ (DAB 
Decision No. 2271, page 5) (emphasis in 
original). The DAB agreed with Renal 
CarePartners that the requirement for 
the Medicare contractor to verify and 
determine whether an application 
should be approved is not a requirement 
for the supplier to meet, but a 
requirement for Medicare contractor 
action (DAB Decision No. 2271, page 5). 
The DAB further cited the provisions of 
§ 489.13(d), concerning accredited 
facilities, as an example to bolster its 
contention that there is precedent for 
providers or suppliers to be 
retroactively reimbursed for services 
provided before the date of approval of 
the supplier or provider agreement 
(DAB Decision No. 2271, page 7). 

We disagree with the DAB’s reading 
of our existing regulations. We believe 
that the intent of the existing regulations 
is to require that all applicable Federal 
requirements, including a determination 
of whether the enrollment requirements 
have been satisfied, must be met before 
a provider agreement or supplier 
approval may be effective. Any other 

reading of the regulations could result 
in a provider or supplier being 
permitted to bill the Medicare program 
for services provided at a time when its 
compliance with Medicare’s 
requirements is unknown and possibly 
deficient. For example, in the event a 
State survey precedes the CMS 
contractor’s review of the enrollment 
application of a prospective provider or 
supplier, it might be possible that the 
application originally submitted to the 
CMS contractor is not complete or 
accurate, or both, and the applicant 
must provide additional information to 
the CMS contractor to demonstrate 
compliance with the enrollment 
requirements. It would not be consistent 
with our duty to protect the Medicare 
Trust Funds from unsupported claims 
against it to permit payment for services 
furnished by a health care facility after 
it has passed a State survey or been 
accredited, but before it has satisfied all 
other Medicare participation 
requirements, including enrollment 
requirements. 

Such a reading also might undermine 
the incentives inherent in our 
longstanding policy, affirmed in the 
June 1, 1994 decision of the U.S. Court 
of Appeals for the Fifth Circuit in U.S. 
v. Vernon Home Health, Inc. (21 F. 3d 
693 (5th Cir. 1994), cert. denied, 115 
S.Ct. 575 (1994)). 

Under CMS regulations at 42 CFR 
489.18(c), a ‘‘change of ownership’’ 
includes accepting assignment of the 
seller’s existing provider agreement or 
supplier approval. Section 489.18(d) 
states that the provider or supplier 
continues to be subject to the same 
statutes and regulations, and to the 
terms and conditions under which it 
was originally issued. This means that 
the new owner receives the assets and 
liabilities associated with that 
agreement or approval. This has proven 
to be an important tool in protecting the 
Medicare Trust Funds through 
continuity in the ability to recover 
outstanding overpayments. 

Under that policy, if a buyer of a 
Medicare-participating facility chooses 
not to accept assignment of the provider 
agreement or supplier approval, the 
provider agreement or supplier approval 
terminates. Then, the new owner must 
be treated as an initial applicant to the 
Medicare program. In this situation, 
Medicare will not reimburse the 
provider or supplier for services it 
provides before the date on which the 
provider or supplier qualifies as an 
initial applicant. 

Any requirement to make payments 
retroactive to the date of a State survey 
or accreditation decision, despite the 
fact that all other Federal requirements 
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may not yet have been met, could 
provide an incentive for more buyers to 
refuse assumption of the seller’s 
provider agreement or supplier 
approval, because there would 
potentially be no break in payments. 
Therefore, effectively, a buyer who does 
not accept assignment of the seller’s 
active provider agreement could 
potentially begin receiving Medicare 
payments immediately (assuming it 
meets all the requirements), but not be 
responsible for any existing liabilities of 
the provider agreement. This would also 
be an incentive for existing providers or 
suppliers with civil money penalties or 
overpayments to sell their facilities in 
order to escape any financial 
responsibility to the Medicare program. 

C. Revisions to Regulations 
In the FY 2011 IPPS/LTCH proposed 

rule (75 FR 24047), we proposed to 
amend § 489.13 and make a technical 
amendment to § 489.1 in order to clarify 
our policy. Specifically, we proposed to 
revise § 489.13(a) to make it clearer that 
it is only CMS that determines whether 
health care facilities have satisfied the 
requirements for participation in the 
Medicare program, not State survey 
agencies or national accreditation 
organizations. We noted that, although 
this CMS determination is sometimes 
referred to as a ‘‘certification,’’ or 
‘‘certification decision,’’ § 488.1 defines 
‘‘certification’’ as ‘‘a recommendation 
made by the State survey agency on the 
compliance of providers and suppliers 
with the conditions of participation, 
requirements (for SNFs and NFs), and 
conditions of coverage.’’ Further, 
§ 488.12 provides that CMS makes the 
determination on whether a provider or 
supplier is eligible to participate in or 
be covered by the Medicare program, 
based on the State survey agency’s 
recommendation, or on the facility’s 
accreditation. 

We also proposed to add language to 
§ 489.13(a) in order to clarify that 
surveys of nonaccredited facilities may 
be conducted not only by State survey 
agencies, but also by CMS staff or 
contractors, as appropriate. We have 
used contractors to conduct certain 
types of surveys, such as life safety 
code, transplant program and 
psychiatric hospital special conditions 
surveys, and may continue to do so in 
the future. In addition, certain types of 
facilities, such as Indian Health Services 
(IHS) facilities and RNHCIs, have 
traditionally been surveyed by CMS 
employees rather than State survey 
agencies. 

We proposed to revise § 489.13(b) to 
make explicit that the effective date of 
a provider agreement or supplier 

approval may not be earlier than the 
latest of the dates on which each 
applicable Federal requirement is 
determined to be met. We also proposed 
to state explicitly that ‘‘Federal 
requirements’’ include, but are not 
limited to, the enrollment requirements 
established in 42 CFR part 424, subpart 
P, that have been determined by CMS to 
have been met. In addition, we 
proposed to revise § 489.13(b) to include 
language concerning accredited 
facilities, to assure that accredited and 
nonaccredited facilities are treated in 
the same manner. 

In the proposed rule, we further 
explained the rationale behind the 
proposed change to § 489.13(b), 
particularly with respect to the 
requirements in the provider/supplier 
enrollment process. 

A CMS contractor will review and 
conduct an initial assessment of a 
prospective provider’s or supplier’s 
enrollment. If the contractor finds that 
a prospective provider or supplier meets 
the basic enrollment requirements to 
participate in the Medicare program for 
its identified certified provider or 
supplier type, the contractor will notify 
the appropriate CMS Regional Office. 
Essentially, the contractor’s initial 
assessment means that it has concluded 
its preliminary review of the enrollment 
application and has concluded that the 
survey and certification process can be 
initiated, and, consequently, it issues a 
recommendation of approval. In order to 
help ensure compliance with 
enrollment requirements throughout 
this process, the contractor may 
continue to perform a number of 
enrollment verification tasks even after 
it has issued a recommendation for 
approval. These include, but are not 
limited to, conducting onsite visits of 
the prospective provider or supplier to 
ensure that it is still operational; 
verifying an HHA applicant’s 
compliance with the capitalization 
provisions in 42 CFR 489.28; and 
requesting the provider or supplier 
applicant to reaffirm the accuracy of the 
information it furnished on its initial 
enrollment application. Given the 
potentially significant length of time 
between when the contractor issues its 
recommendation of approval after its 
initial assessment and when the health 
and safety survey (or accreditation) and 
certification process is completed, we 
believe that it is essential for the 
contractor to verify that a provider or 
supplier applicant continues to meet 
enrollment requirements prior to the 
issuance of a Medicare provider 
agreement or supplier approval and the 
issuance of Medicare billing privileges. 

To that end, we believe that the CMS 
contractor should verify that a provider 
or supplier is in compliance with all 
enrollment requirements when an 
enrollment application is submitted, 
during the period in which a provider 
or supplier is undergoing the health and 
safety survey and certification process 
and before the issuance of a Medicare 
provider agreement or supplier approval 
and billing privileges. If a provider or 
supplier is determined to be in 
compliance with all Medicare 
requirements, including the enrollment 
requirements, the enrollment and initial 
certification process will be completed, 
and the Medicare provider agreement or 
supplier approval and billing privileges 
will be issued to the applicant. 
However, if a provider or supplier is 
determined to be out of compliance 
with Medicare enrollment requirements 
prior to the issuance of a Medicare 
provider agreement or supplier approval 
and billing privileges to the applicant, 
we believe that CMS must deny 
Medicare billing privileges using the 
applicable denial reason found in 42 
CFR 424.530 and afford the applicant 
with the applicable Medicare appeal 
rights. 

We proposed to revise § 489.13(c) to 
make clear that this paragraph addresses 
those situations in which a facility has 
met all other Federal requirements but, 
upon survey, has been found to not 
meet all applicable CoPs, long-term care 
requirements, CfCs, or conditions for 
certification. We also proposed to revise 
this paragraph to include language 
concerning accredited facilities, to 
assure that accredited and 
nonaccredited facilities are treated in 
the same manner. 

We proposed to remove § 489.13(d), 
concerning the determination of the 
effective date for accredited facilities. 
We indicated that we saw no reason for 
differential treatment of accredited and 
nonaccredited facilities with respect to 
the determination of their effective date, 
and, in practice, we have not treated 
them differentially. In particular, as a 
matter of policy, we noted that we have 
not exercised the discretion permitted 
under § 489.13(d)(2) to grant accredited 
facilities an effective date retroactive up 
to 1 year prior to what otherwise would 
be their effective date. Permitting such 
retroactive payment would provide 
accredited facilities an unwarranted 
advantage when compared to 
nonaccredited facilities. It would also 
seriously undermine our policy 
concerning change of ownership 
without assumption of the seller’s 
provider agreement or supplier 
approval. However, the existence of this 
discretionary provision appears to cause 
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confusion among accredited providers 
and suppliers who incorrectly believe 
they are entitled to a retroactive 
effective date. 

In the proposed rule, we explained 
that this discretionary provision was 
included in the 1997 final rule as a 
result of public comments that 
concerned the Medicaid program. The 
commenters were concerned that the 
proposed rule would not have allowed 
for a retroactive agreement for a facility 
that was already accredited and cited 
two Medicaid program scenarios to 
illustrate their concern. In one scenario, 
a facility participates in its own State’s 
Medicaid program and provides services 
to a Medicaid recipient from another 
State. In the other scenario, a facility 
does not participate in Medicaid but 
provides services to a Medicaid 
recipient before learning of the 
individual’s Medicaid status. Neither of 
these scenarios is pertinent to the 
Medicare program because Medicare 
beneficiary enrollment is managed 
nationally. However, the stated intent of 
the 1997 final rule was to use a standard 
approach for both Medicare and 
Medicaid to determine the effective date 
of a provider agreement and a supplier 
approval, and, as a result, the provisions 
of § 489.13(d)(2) are identical to those at 
§ 431.108(d)(2) for the Medicaid 
program. 

Upon further consideration, we 
believe it is important to recognize the 
significant differences resulting from a 
State-based versus national system of 
beneficiary enrollment, and to ensure 
that the provisions of § 489.13 are 
tailored to the requirements of the 
Medicare program. As stated, as a matter 
of longstanding policy, reflected in 
issuances dating back at least as far as 
1994, we have required new owners 
who do not accept the seller’s Medicare 
provider agreement or supplier approval 
to be treated as initial applicants to the 
Medicare program. In a 1999 issuance, 
reaffirmed in several subsequent 
issuances, including the 2004 
publication of the online version of the 
SOM and in Survey and Certification 
Memorandum S&C–09–08 issued on 
October 17, 2008, we explicitly state 
that this policy applies to accredited 
facilities as well. Therefore, in the 
proposed rule, we stated that we 
believed it was appropriate to remove 
§ 489.13(d), and to instead make 
appropriate reference to the situation of 
accredited facilities in §§ 489.13(b) 
and (c). 

Finally, we proposed to make several 
technical amendments to § 489.1. 
Specifically, we proposed to revise that 
section to add a reference to section 
1865 of the Act, which permits CMS to 

‘‘deem’’ facilities that have been 
accredited by a national accreditation 
organization under a CMS-approved 
accreditation program as having met the 
Medicare health and safety standards. 
We also proposed to revise and 
renumber the existing provision of 
§ 489.1 and to add references to ‘‘the 
Act’’ where the section refers to a 
provision of the Social Security Act. 

Comment: One commenter expressed 
concern that the new post-survey 
reviews by the contractor [that is, the 
Medicare Administrative Contractor 
(MAC) or legacy fiscal intermediary or 
carrier] will significantly delay the 
effective date of new provider 
agreements, particularly for home health 
agencies that must meet certain 
capitalization requirements. The 
commenter recommended that CMS 
direct its contractors to perform all 
possible tasks in the pre-survey 
timeframe and to limit the post-survey 
tasks. The commenter also called for the 
contractor in the post-survey review of 
a home health agency application to 
merely require certification that the 
provider retains capitalization for the 
first 3 months of operation. The 
commenter further recommended that 
CMS establish processing timeframes for 
the post-survey activities of its 
contractors, and also require the 
contractors to notify the applicant’s 
accreditation organization when the 
contractor recommends approval of 
enrollment. Finally, the commenter 
recommended that CMS require the 
accreditation organization to notify the 
contractor and the CMS Regional Office 
when a provider applicant has satisfied 
accreditation requirements. 

Response: CMS has the regulatory 
authority to verify the information on an 
enrollment application at any time, 
including post-survey or post- 
accreditation. Further, the regulatory 
requirements in § 489.13 can 
accommodate whatever contractor 
(MAC or legacy fiscal intermediary/ 
carrier) verification processes for 
providers and suppliers that CMS 
employs; such contractor verification 
processes are governed by the 
regulations under 42 CFR part 424 and 
associated policy instructions issued by 
CMS. In the proposed rule at 
§ 489.13(b)(1), it states that CMS 
determines the date on which the 
completeness and accuracy of the 
enrollment application has been verified 
by the CMS contractor. However, we 
note that a second contractor review 
that takes place after the survey will 
only delay the effective date of a 
provider agreement or supplier approval 
if that review identifies noncompliance 
with any Federal requirements. If a 

provider or supplier that is subject to 
§ 489.13 is found upon a post-survey 
second contractor review to continue to 
meet all requirements, there would be 
no change in the compliance 
determination date previously provided 
by the contractor to the CMS Regional 
Office or State survey agency. On the 
other hand, if the provider or supplier 
does not meet all Federal requirements, 
there would be a delay in the effective 
date of any provider agreement or 
supplier approval that might eventually 
be issued to the applicant. 

The issues of processing timeframes 
or the criteria to be used in the case of 
a post-survey review of a home health 
agency applicant by the contractor, such 
as for capitalization, as well as the issue 
of notices to or from accreditation 
organizations are matters that are 
specified through manual and policy 
instructions by CMS rather than through 
regulation. However, with respect to the 
accreditation organizations, we note that 
they are already required to provide 
notice of their survey results and 
accreditation decisions to the CMS 
Regional Office. Further, the contractor 
is already required to notify the 
applicant when it has completed its pre- 
survey review of an enrollment 
application, and CMS instructs 
accreditation organizations not to 
conduct a survey related to an initial 
application for Medicare participation 
until the applicant provides evidence to 
the accreditation organization of the 
notice from the contractor. 

Comment: One commenter expressed 
concern in response to our statement in 
the proposal that other Federal 
requirements that must be satisfied 
before a provider agreement could be 
effective included compliance with 
Office of Civil Rights (OCR) 
requirements. The commenter stated 
that the proposal to include OCR 
clearance before the provider agreement 
is made effective will significantly delay 
the effective date of the agreement for 
all but the largest entities that have a 
Corporate Agreement with OCR. The 
commenter noted that currently the 
provider agreement is made effective 
while OCR performs its compliance 
review. The commenter recommended 
that the State survey agencies and 
accreditation organizations review the 
provider’s civil rights policies and 
procedures as part of the survey process. 
The commenter referred to the 
requirements at 42 CFR 484.12 for home 
health agencies and 42 CFR 418.116 for 
hospices as evidence of the commenter’s 
view that State survey agencies and 
accreditation organizations already 
perform assessments of compliance with 
OCR requirements. 
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Response: We do not intend to change 
our current policy related to OCR 
compliance. Currently, in the 
transmittal letter sent to a prospective 
provider or supplier informing that a 
provider agreement (including its 
effective date) is being issued, it states 
that the applicant’s Medicare 
participation is contingent upon 
compliance with all civil rights 
requirements, as determined by OCR, 
usually at a date later than the effective 
date of the provider agreement. Thus, 
the commenter’s concern that we are 
changing this policy, with the result that 
the effective date of a provider 
agreement would be delayed until OCR 
completes its review, is unfounded; 
therefore, it is not necessary to consider 
adopting the commenter’s 
recommendation concerning how to 
ameliorate the impact of a change by 
having State survey agency or 
accreditation organization assessment of 
OCR compliance. In our proposal, we 
referred to ‘‘submission of required civil 
rights compliance documentation’’ as an 
example of other Federal requirements 
that must be met. There are occasions 
where an applicant’s required 
documentation of assurance of 
compliance with civil rights laws and 
regulations, Form HHS–690, and related 
documents, are not submitted until after 
a survey is conducted. In such cases, the 
effective date of the provider agreement 
may not be prior to the date when the 
complete required civil rights 
compliance documentation was 
received by CMS. 

Although it is not necessary to 
consider the commenter’s 
recommendation of State or 
accreditation organization assessment of 
compliance with OCR requirements in 
view of there being no change in our 
current practice concerning OCR 
compliance determinations, we do note 
that the commenter’s assumption 
concerning who makes such compliance 
determinations is not correct. OCR has 
the authority to determine compliance 
with Federal civil rights requirements; 
CMS does not have such authority. 
Although there generally are 
requirements in the various CMS 
regulations for providers, including 
home health and hospice agencies, to 
comply with applicable Federal, State, 
and local law, such requirements do not 
mean that CMS has in all, or even most, 
cases the authority to determine 
compliance with such law. Where CMS 
does not have such authority, CMS and 
the State survey agencies and 
accreditation organizations must rely 
upon the determinations of the agencies 
that do have such authority before they 

find a provider to be noncompliant with 
a CMS provision requiring compliance 
with other laws. 

Comment: Two commenters 
expressed concern with the proposal to 
remove the provisions of § 489.13(d)(2), 
which gives CMS the discretion to make 
the effective date of a provider 
agreement or supplier approval 
retroactive up to 1 year. One commenter 
stated that this would remove an 
important flexibility in how the 
effective date is established, resulting in 
unnecessary delays in enrollment, and 
may inadvertently limit access to 
Medicare services or inappropriately 
shift the costs of caring for Medicare 
beneficiaries to providers. This 
commenter indicated that CMS 
provided no analysis of how this change 
would reduce fraud and abuse. Another 
commenter stated that a ‘‘snafu’’ in an 
accreditation organization may result in 
excessive delay in its issuing its 
accreditation decision, and 
recommended that CMS retain its 
authority for retroactive effective dates 
for deemed accredited facilities and 
specify in the regulation that such 
authority will be exercised only when 
equity so requires and when the 
accrediting determination delay was 
due to no fault of the provider or 
supplier. 

Response: The commenters’ concerns 
that removal of § 489.13(d)(2) would 
eliminate a current flexibility and, 
therefore, would result in unnecessary 
delays in Medicare enrollment are not 
warranted because we have not 
exercised the discretion afforded to us 
in this provision. This was a 
discretionary provision that we have not 
utilized for the reasons noted in the 
preamble to the proposed rule. Further, 
we do not believe that the accreditation 
of a facility should afford the facility 
preferential treatment in its provider 
agreement or supplier approval effective 
date determination compared to a 
nonaccredited facility that chooses to be 
surveyed by the State agency or CMS. 

With respect to the rationale for 
deleting this provision in order to 
protect the Medicare Trust Funds, as we 
stated in the proposed rule, exercising 
the discretion to permit such retroactive 
effective dates for accredited facilities 
would seriously undermine our policy 
concerning accepting assignment of the 
seller’s provider agreement or supplier 
approval. As a matter of longstanding 
policy reflected in issuances dating as 
far back as 1994, new owners of existing 
providers or suppliers who do not 
accept the seller’s existing Medicare 
provider agreement or supplier approval 
and who intend to continue Medicare 
participation are treated as new 

applicants to the Medicare program and 
must submit to the same process as any 
new provider or supplier. This process 
necessarily entails a break in Medicare 
payment for services provided during 
the period between the termination of 
the seller’s provider agreement and the 
issuance of a new provider agreement to 
the new owner. As a result, new owners 
of a Medicare participating facility must 
carefully weigh the costs and benefits of 
their decision of whether or not to 
assume the seller’s existing Medicare 
provider agreement. Thus, the Medicare 
Trust Funds are better protected because 
new owners generally decide to assume 
the seller’s provider agreement, 
including outstanding liabilities (such 
as any overpayments or money 
penalties) owed to the Medicare 
program. In some cases, this would also 
result in the new owner receiving any 
outstanding Medicare underpayments 
owed under the existing agreement. In 
the State Operations Manual (Pub. 100– 
07) and in the October 17, 2008 Survey 
and Certification Memorandum S&C– 
09–08, we explicitly stated that 
accredited facilities also are subject to 
the policy requiring new owners who 
reject assignment of the seller’s existing 
provider agreement to be treated as an 
initial applicant to the Medicare 
program, with the break in coverage that 
this entails. If, on the other hand, a new 
owner of an accredited provider who 
chooses not to accept assignment of the 
seller’s existing Medicare provider 
agreement could be issued a new 
provider agreement on the basis of 
deemed status with a retroactive 
effective date that bridged the coverage 
gap since the termination of the seller’s 
provider agreement, then this would 
provide a strong incentive for new 
owners to routinely refuse to accept 
assignment of the seller’s provider 
agreement. The resulting impact on the 
Medicare Trust Funds would be 
negative, in terms of both any 
outstanding liabilities owed to the 
Medicare program under the seller’s 
terminated provider agreement or 
supplier approval and the cost of paying 
for services provided by a new applicant 
prior to the date when that applicant 
satisfies all Federal requirements. 

Finally, delay in issuance of an 
accreditation decision due solely to 
internal administrative issues within the 
accreditation organization should not, 
contrary to the commenter’s concern, 
delay the effective date of the 
accreditation decision, and thus the 
effective date of the applicant’s provider 
agreement or supplier approval. The 
standard practice expected for 
Medicare-approved accreditation 
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programs is for the accreditation 
organizations to make their 
accreditation decision effective as of the 
date that all accreditation program 
requirements were met, regardless of 
when the decision is actually issued. 
We are revising the regulatory text upon 
adoption to make this clearer. In view 
of this standard practice and in light of 
the fact that the retroactive effective 
date provision for accredited providers 
and suppliers has not been utilized by 
us, we do not believe there is need to 
retain the ability to make retroactive 
provider agreement or supplier approval 
effective date determinations in the case 
of accredited facilities. 

Comment: One commenter stated that 
it was not clear whether CMS intended 
§ 489.13 to apply to durable medical 
equipment, prosthetics, orthotics, and 
supplies (DMEPOS) applicants, but 
indicated that the issues presented in 
the proposed rule do not apply to 
DMEPOS supplier enrollment. 

Response: We did not propose any 
changes with respect to the entities that 
are covered by the provisions of 
§ 489.13. Generally, these provisions do 
not apply to DMEPOS applicants 
because they are not subject to our 
survey and certification process. 
However, because there are now 
Medicare accreditation requirements for 
certain types of suppliers that are not 
subject to the survey and certification 
process, we understand why the 
commenter was unclear about this 
application. As a result, we have revised 
the final regulatory text at 
§ 489.13(a)(1)(ii) to indicate that this 
provision applies to providers and 
suppliers that are subject to survey by 
a State survey agency or CMS, or, in lieu 
of such survey, are accredited by an 
accreditation organization whose 
program has CMS approval in 
accordance with section 1865 of the Act 
at the time of the accreditation survey 
and accreditation decision. Because 
accreditation requirements for certain 
Medicare suppliers, such as DMEPOS 
and imaging services suppliers, are 
established under sections 1834(a) and 
(e) of the Act rather than section 1865 
of the Act, this revision to the regulation 
makes it clear that the provisions of 
§ 489.13 do not apply to these other 
supplier types. 

After consideration of the public 
comments we received, we are adopting 
as final our proposed revisions of 
§ 489.13(a), (b), and (c), removal of 
existing § 489.13(d), and technical 
amendments to § 489.1, with the 
following modifications and technical 
corrections: 

We have revised § 489.13(a)(1)(i) to 
delete the word ‘‘staff’’ after ‘‘CMS’’. This 

word was inadvertently included in the 
proposed text, but, as we stated in the 
preamble to the proposed rule, the 
intent is to cover surveys conducted by 
CMS staff or contractors. 

We have revised § 489.13(a)(1)(ii) to 
add a reference to accreditation 
programs approved in accordance with 
section 1865 of the Act, thus making it 
clear that § 489.13 is applicable only to 
providers and suppliers that are subject 
to CMS or State survey or, in lieu of 
such survey, are accredited by an 
accreditation organization whose 
program has CMS approval in 
accordance with section 1865 of the Act. 
Also, we are adding the word ‘‘survey’’ 
in paragraph (a)(1)(ii) so that it states 
‘‘State survey agency’’; this change will 
make this paragraph consistent with 
§ 489.13(a)(1)(i). 

We have revised § 489.13(b) to add 
the word ‘‘effective’’ prior to ‘‘date of the 
accreditation decision’’ in order to make 
clear our intent that we are referring to 
the date an accreditation organization 
indicates its accreditation was effective. 

We have revised § 489.13(c) to reword 
the final sentence of the introductory 
text as follows: ‘‘However, if other 
Federal requirements remain to be 
satisfied, notwithstanding the 
provisions of paragraphs (c)(1) through 
(c)(3) of this section, the effective date 
of the agreement or approval may not be 
earlier than the latest of the dates on 
which CMS determines that each 
applicable Federal requirement is met’’ 
We added the phrase ‘‘CMS determines 
that’’ prior to ‘‘each applicable Federal 
requirement is met’’ to correct an 
inadvertent omission that could have 
created ambiguity as to our intent and 
makes the language in paragraph (c) 
match that employed in § 489.13(b) for 
the same purpose. We also added the 
above language to make it clear that the 
provisions in paragraphs (c)(1) through 
(c)(3) apply when all other Federal 
requirements have been met, but where 
this is not the case, the effective date 
would be the latest date. 

We have renumbered proposed 
§ 489.13(c)(2)(ii)(C) as final 
§ 489.13(c)(3), which was our original 
intent; this paragraph is a logically 
distinct provision from other provisions 
contained in § 489.13(c)(2). 

We have made conforming changes to 
§ 424.510(c) and § 424.520(a) by 
removing the cross-reference to 
paragraph (d) of § 489.13. 

IX. Medicare Hospital Conditions of 
Participation Affecting Rehabilitation 
Services and Respiratory Care Services 

Recently, CMS received several public 
requests for clarification of the Medicare 
conditions of participation (CoPs) for 

hospitals relating to rehabilitation 
services at § 482.56 and respiratory care 
services at § 482.57. The questions 
concerning these conditions have been 
in the context of apparent 
inconsistencies between the two CoPs 
themselves, and between the two CoPs 
and many State laws, regarding which 
practitioners are allowed to order 
rehabilitation and respiratory care 
services in the hospital setting. 

Many States, under their scope-of- 
practice laws and other regulations, 
allow only specific qualified, licensed 
practitioners (including physicians, 
nurse practitioners (NPs), and physician 
assistants (PAs)) to order rehabilitation 
services and respiratory care services, in 
addition to other common hospital 
services such as dietary and social work 
services. However, the current standard 
at § 482.56(b) (Delivery of services) 
requires only that hospital rehabilitation 
services (for example, physical therapy, 
occupational therapy, audiology, and 
speech-pathology services) be ordered 
by ‘‘practitioners who are authorized by 
the medical staff to order the services.’’ 
We believe that this requirement is too 
open to interpretation and does not 
explicitly acknowledge various State 
laws that limit the ordering of hospital 
services (including diagnostic tests, 
drugs and biologicals, and inpatient 
treatment modalities) to specific 
qualified, licensed practitioners who are 
responsible for the care of the patient. 

By contrast, the current requirement 
for respiratory care services at 
§ 482.57(b)(3), which explicitly states 
that these services ‘‘must be provided 
only on, and in accordance with, the 
orders of a doctor of medicine or 
osteopathy,’’ is too narrow. While 
doctors of medicine or doctors of 
osteopathy have the option of delegating 
this task to NPs and PAs, this delegation 
requires physicians to countersign all 
orders by NPs or PAs for respiratory 
care services. We have not found any 
evidence that indicates that the ordering 
of respiratory care services should be 
kept to a different, and possibly higher, 
standard than rehabilitation and other 
hospital services. Nor have we found 
any documented studies indicating that 
qualified, licensed practitioners such as 
NPs and PAs should be restricted from 
ordering these necessary services for 
their patients. Further, we believe that 
the process of physician 
countersignature of orders written by 
qualified, licensed NPs and PAs, 
specifically for common hospital 
services such as rehabilitation and 
respiratory care services, is burdensome 
to practitioners (physicians as well as 
NPs and PAs) and the hospitals that 
they serve. In addition, we believe that 
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this process also runs counter to what 
many States have already decided for 
NPs and PAs in their individual State 
regulations and scope-of-practice laws. 

As a result of our analysis of the 
issues surrounding conflict of the 
Medicare CoPs with State laws, and 
conflict of the Medicare CoPs with each 
other, in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24050), we 
proposed several revisions to the 
existing regulations. We proposed to 
revise § 482.56 to clarify the types of 
practitioners that are allowed to order 
rehabilitation services. Further, we 
proposed to limit those types of 
individuals to qualified, licensed 
practitioners who are responsible for the 
care of the patient and who are acting 
within the scope of practice under State 
law. We also proposed that these 
practitioners would need to be 
authorized to order rehabilitation 
services by the hospital’s medical staff, 
in accordance with both hospital 
policies and procedures and State laws. 

In addition, we proposed changes to 
the existing requirements for the 
ordering of respiratory care services at 
§ 482.57. Existing requirements only 
allow for services to be provided on the 
orders of a doctor of medicine or 
osteopathy. As stated above, we recently 
received several public requests 
(including requests from various 
hospitals as well as from The Joint 
Commission) for clarification of this 
requirement in the context of what is 
currently allowed under many State 
laws. Many States, under their scope-of- 
practice laws and other regulations, 
allow qualified, licensed practitioners 
(including NPs and PAs) to order 
respiratory care services. We proposed 
to revise the existing requirements at 
§ 482.57 to allow these practitioners, in 
addition to physicians as currently 
allowed, to order these services as long 
as such privileges are authorized by the 
medical staff and are in accordance with 
both hospital policies and procedures 
and State laws. As is required under the 
CoPs for all patient orders, the ordering 
practitioner must also be an individual 
who is responsible for the care of the 
patient. 

In both of the CoPs for rehabilitation 
services and respiratory care services, 
we also proposed that all orders for 
these services be documented in 
accordance with the requirements at 
§ 482.24, Medical records. 

Comment: The majority of 
commenters supported the proposed 
changes for the CoPs for rehabilitation 
services and respiratory care services. 
Some of the commenters commended 
CMS for proposing changes that they 
believed accurately reflected current 

standards of practice. Many of the 
commenters supported the proposed 
changes focused exclusively on the 
proposed requirements for respiratory 
care services. 

Response: We appreciate the 
commenters’ support for the proposed 
changes. We believe that many of the 
commenters focused exclusively on the 
proposed revisions to the respiratory 
care services CoP because these 
revisions would allow for qualified, 
licensed practitioners, such as NPs and 
PAs, to order respiratory care services in 
addition to physicians, that is, doctors 
of medicine and doctors of osteopathy, 
as is currently allowed under the 
requirements. While we believe that the 
proposed change to the rehabilitation 
services CoP is more of a clarification of 
which types of practitioners (as 
delineated by State law, hospital policy, 
and medical staff authorization) would 
be allowed to order such services, we 
believe that the proposed revision to the 
respiratory care services CoP represents 
a regulatory recognition of the 
qualifications that nonphysician 
practitioners, such as NPs and PAs, 
bring to hospital patient care and that 
this recognition accounts for many of 
the commenters focusing exclusively on 
the change to this CoP. 

Comment: Several commenters 
questioned what they saw as an 
exclusion from the proposed rule of 
other types of advanced practice 
registered nurses (APRNs) (for example, 
clinical nurse specialists (CNSs), 
certified registered nurse anesthetists 
(CRNAs), and certified nurse midwives 
(CNMs)), as well as rehabilitation 
professionals such as physical therapists 
(PTs) and speech-language pathologists 
(SLPs). 

Response: Our intention was not to 
exclude other types of nonphysician 
practitioners such as APRNs, PTs, SLPs, 
or other types of rehabilitation 
professionals from the proposed rule 
provisions. We recognize the important 
role that these practitioners and 
professionals play in the delivery of 
quality care to hospital patients. We 
point out that the proposed regulatory 
language does not specifically mention 
any ‘‘type ‘‘of practitioner, including 
NPs and PAs. Instead, the proposed 
revisions to both CoPs would require 
that services be provided only under the 
orders of a qualified, licensed 
practitioner, responsible for the care of 
the patient, acting within his or her 
scope of practice, and authorized by the 
medical staff to order the services in 
accordance with hospital policies and 
procedures and all State laws. Although 
NPs and PAs were the only examples of 
practitioner types that we used in our 

discussion of the proposed changes in 
the preamble of the proposed rule, our 
intention, as reflected in the proposed 
regulation text, is to include those 
qualified, licensed practitioners who 
meet the parameters of the proposed 
requirements discussed above. 

Comment: A few commenters took 
exception to our discussion in the 
preamble of conflict of interest and 
coordination of care issues in the 
context of rehabilitation professionals 
(such as PTs and SLPs) who might order 
their own rehabilitation services for a 
hospital patient without the knowledge 
of the attending physician or of the 
practitioner responsible for the overall 
care of the patient (such as APRNs and 
PAs). They questioned ‘‘why CMS 
would conclude that these problems 
[conflict of interest and coordination of 
care] would occur in the outpatient 
hospital setting when patients receive 
rehabilitation services,’’ and asked that 
the final rule not adopt language that 
would exclude rehabilitation 
professionals from acting within their 
individual State’s scope of practice. One 
commenter suggested that language 
distinguishing between hospital 
inpatient and outpatient rehabilitation 
services be added to the proposed 
requirement at § 482.56(b). 

Response: The proposed requirements 
would apply to both inpatient and 
outpatient hospital services. Because the 
language allows for the ordering of 
rehabilitation services based on (and in 
deference to) State laws and scope-of- 
practice acts, medical staff 
authorization, and hospital policies and 
procedures, we firmly believe that 
nothing in our proposed requirement 
would preclude a hospital rehabilitation 
professional from acting within the 
scope of practice under State law. For 
this reason also, we disagree that the 
requirement needs to make distinctions 
between inpatients and outpatients. 

Comment: A few commenters 
correctly pointed out that the hospital 
CoPs apply to both inpatient and 
outpatient services. With regard to this 
application of the hospital CoPs to the 
outpatient services of a hospital, they 
commented that the proposed changes 
would be in direct conflict with both 
CMS payment policy, which they state 
allows for rehabilitation professionals to 
order their own services for hospital 
outpatients without physician referral, 
and the regulations of some States, 
which they state allow for ‘‘direct 
access’’ to rehabilitation services for 
hospital outpatients. 

Response: As we have previously 
stated, we do not believe that the 
proposed changes would conflict with 
either CMS payment policy or State 
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regulations. In fact, we have drafted the 
regulatory text in a way that would not 
only defer to hospital policy and 
medical staff authority in granting 
ordering privileges for these services to 
qualified, licensed practitioners, but 
also to State laws and scope-of-practice 
acts. We believe that these proposed 
regulations would give hospitals and 
their medical staffs as much flexibility 
in determining which types of 
practitioners could order these services 
as they would choose to exercise within 
the constraints of their own State laws 
and regulations. 

Comment: One commenter noted that 
as many as 35 States have some form of 
regulatory language that states, in effect, 
that hospital respiratory care services 
orders must be ‘‘written by a licensed 
physician only.’’ 

Response: As stated in our previous 
response, the proposed regulations are 
written in such a way as to avoid the 
preemption of State law and regulation. 
We expect hospitals to apply the laws 
of their respective States to their policy 
regarding which types of practitioners 
would be allowed to order respiratory 
care services. For those States that allow 
APRNs and PAs to order respiratory 
care services without the need for a 
physician co-signature, we expect 
hospitals in those States to determine 
which types of practitioners would be 
authorized by the medical staff to write 
these orders in accordance with State 
law. We also expect that practitioners 
will act within the limitations of their 
individual State laws and hospitals’ 
policies. 

Comment: One commenter requested 
that changes similar to the ones 
proposed be made to other hospital 
CoPs, such as nuclear medicine and 
dietary services, and their interpretive 
guidelines, and also specifically 
proposed changes to § 482.25(b)(6) to 
require that ‘‘drug administration errors, 
adverse drug reactions, and 
incompatibilities be immediately 
reported to the ordering practitioner.’’ In 
addition, the commenter recommended 
that the interpretative guidelines issued 
for § 482.24(c)(1) be revised. 

Response: While we appreciate the 
input from the commenter regarding the 
other hospital CoPs and the 
interpretative guidelines, changes to 
other CoPs are outside the scope of this 
final rule. Any revisions to the 
interpretative guidelines are outside the 
purview of the rulemaking process. 

Comment: A few commenters, in 
addition to voicing full support for the 
proposed changes, encouraged CMS to 
revise the CoPs and interpretative 
guidelines regarding the administration 
of propofol (a rapidly acting, short 

duration, intravenous hypnotic 
anesthetic induction agent used as a 
general anesthetic or as an adjunct to 
anesthesia) by an anesthesiologist or 
CRNA in the context of recognition of 
State laws addressing this issue. 

Response: As we stated in our 
previous response, while we appreciate 
the input from commenters, we cannot 
address it at this time because the issues 
are outside the scope of this rule. 
Furthermore, any revision of the 
interpretative guidelines would be 
outside the purview of the rulemaking 
process. 

After consideration of the public 
comments we received, we are adopting 
as final without modification, our 
proposals to revise § 482.56 and 
§ 482.57 to clarify the types of 
practitioners who are allowed to order 
rehabilitation services and respiratory 
care services, respectively in accordance 
with both hospital policies and 
procedures and State laws; and to 
provide that all orders for these services 
be documented in accordance with 
existing requirements at § 482.24. 

X. Changes to the Accreditation 
Requirements for Medicaid Providers of 
Inpatient Psychiatric Services for 
Individuals Under Age 21 

A. Background 

Inpatient psychiatric services 
provided to individuals under the age of 
21 were authorized as part of the 
Medicaid program by the Social 
Security Amendments of 1972 (Pub. L. 
92–603). At that time, these services 
were only permitted to be provided by 
psychiatric hospitals accredited by the 
Joint Commission on Accreditation of 
Hospitals (later renamed as the Joint 
Commission on Accreditation of 
Healthcare Organizations and now 
named The Joint Commission). In 1984, 
Congress eliminated the requirement 
that such hospitals be accredited 
exclusively by The Joint Commission 
(section 2340(b) of Pub. L. 98–369). 

Through statutory and regulatory 
amendments, inpatient psychiatric 
services provided to individuals under 
the age of 21 were also authorized to be 
provided in inpatient psychiatric 
programs within hospitals and in 
psychiatric facilities other than 
hospitals, called psychiatric residential 
treatment facilities (PRTFs). While 
PRTFs were given flexibility through 
rulemaking in 1998 to obtain 
accreditation from several specific 
accrediting organizations, or any other 
accrediting body with comparable 
standards recognized by the State, 
accreditation by The Joint Commission 
has remained a Federal regulatory 

requirement for psychiatric hospitals 
and inpatient psychiatric programs 
within hospitals. 

We have been contacted by several 
psychiatric hospitals and hospitals with 
inpatient psychiatric programs asking 
for relief from The Joint Commission 
accreditation requirement. In addition, 
The Joint Commission has previously 
expressed concern with the mandate for 
Joint Commission accreditation 
contained in existing regulation, as its 
policy is for facilities to seek 
accreditation voluntarily. 

B. Revision of Policy and Regulations 
In response to the concerns described 

above, in the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24051), we 
proposed to remove the requirement 
that psychiatric hospitals and hospitals 
with inpatient psychiatric programs 
providing inpatient psychiatric services 
to individuals under age 21 obtain 
accreditation from The Joint 
Commission in order to provide these 
services under the Medicaid program. 
Under our proposed policy change, 
psychiatric hospitals would have the 
choice of undergoing a State survey to 
determine whether the hospital meets 
the requirements to participate in 
Medicare as a psychiatric hospital under 
42 CFR 482.60 or obtaining 
accreditation from a national accrediting 
organization whose psychiatric hospital 
accrediting program has been approved 
by CMS. Likewise, hospitals with 
inpatient psychiatric programs would 
have the choice of undergoing a State 
survey to determine whether the 
hospital meets the requirements for 
participation in Medicare as a hospital 
as specified in 42 CFR Part 482 or 
obtaining accreditation from a national 
accrediting organization whose hospital 
accreditation program has been 
approved by CMS. These national 
accreditation bodies must provide 
reasonable assurance to CMS that their 
hospital accrediting programs require 
adherence to requirements that are at 
least as stringent as the Medicare 
requirements. 

In addition, we proposed to revise the 
accreditation requirements for PRTFs by 
removing any specific references to 
accreditation organizations, to afford 
them flexibility in obtaining 
accreditation by a national accrediting 
organization whose program has been 
approved by CMS, or by any other 
accrediting organization with 
comparable standards that is recognized 
by the State. This proposed revision 
would have removed specific reference 
to national accrediting bodies to provide 
appropriate administrative flexibility to 
account for any changes in qualifying 
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accrediting organizations. Accrediting 
bodies approved by CMS must have 
accrediting requirements for a provider 
or supplier type that are comparable to 
the CMS requirements for the type of 
provider or supplier, and must have 
survey procedures comparable to those 
of State survey agencies. For the reasons 
described below, we are not finalizing 
this proposed change to the PRTF 
accreditation requirements, and will 
retain the language currently set out at 
42 CFR 440.160 (b)(2) and 
441.151(a)(2)(ii). 

To incorporate the proposed changes 
described above in our regulations, we 
proposed to revise § 440.160(b)(1) and 
§ 441.151(a)(2)(i) by removing the 
requirement for accreditation by The 
Joint Commission of psychiatric 
hospitals and hospitals with inpatient 
psychiatric programs. We also proposed 
to revise § 440.160(b)(2) and 
§ 441.151(a)(2)(ii) by removing 
references to specific accreditation 
organizations. 

Comment: Several commenters 
supported the proposed revisions. These 
commenters agreed with CMS’ 
assessment that allowing increased 
flexibility for psychiatric hospitals and 
inpatient psychiatric programs within 
general hospitals to either obtain 
accreditation from a CMS-approved 
accrediting organization or adhere to 
Medicare standards would not 
negatively impact the quality of service 
provision. Most of these commenters 
were silent regarding the proposed 
changes to the PRTF language, which 
would have removed reference to 
specific accrediting organizations. 
However, one commenter expressed 
support for this proposed change as 
well. 

Response: We appreciate the 
commenters’ support. However, we are 
not finalizing the proposed changes to 
the PRTF accreditation requirements. 
We have decided that changes to these 
provisions are unnecessary because our 
regulations already permit a PRTF to be 
accredited by a variety of accrediting 
bodies. Our current provisions are not 
proscriptive. The Joint Commission on 
Accreditation of Healthcare 
Organizations, the Council on 
Accreditation of Services for Families 
and Children, and the Commission on 
Accreditation of Rehabilitation 
Facilities will remain available to 
accredit PRTFS, as will any other 
accrediting organizations with 
comparable standards that are 
recognized by the States. 

Comment: One comment indicated 
that ‘‘CMS must remain the sole 
accreditation agency for psychiatric 
facilities as well as emergency rooms 

(ERs)’’. The commenter further stated 
that third party accreditation would not 
maintain the same level of adherence to 
the restraint and seclusion regulatory 
requirement. 

Response: We have never been the 
‘‘sole accreditation agency’’ for these 
providers. CMS approves third party 
accrediting organizations to perform the 
accreditation reviews. The restraint and 
seclusion CoP is a requirement that is 
surveyed by CMS and/or the 
accreditation organizations, as 
applicable. 

Comment: One commenter offered 
suggestions to improve the care 
provided to individuals in psychiatric 
settings. The commenter’s suggestions 
included telling patients the names of 
all medications being given; developing 
a written treatment plan; keeping 
patients clean; and utilizing a ‘‘comfort 
room’’ for patients who are in critical 
condition. 

Response: Although we appreciate 
these suggestions, they fall outside the 
scope of the proposed rule. We did 
solicit public comments on our 
proposed accreditation revisions for 
inpatient psychiatric services provided 
to children. However, these comments 
appear to address the overall care 
furnished in psychiatric settings. 
Existing regulations governing 
psychiatric hospitals, general hospitals, 
and PRTFs currently require that the 
beneficiary receive care based upon an 
individualized treatment plan. We do 
not anticipate that patients in critical 
condition (life-threatening medical 
situations) would be maintained in the 
psychiatric inpatient setting, but rather 
would be transferred to a medically 
appropriate facility. We encourage all 
providers, including those furnishing 
inpatient psychiatric services to 
individuals under age 21, to bring an 
attitude of respect to the treatment 
process, caring for patients in a way that 
maximizes information sharing and 
comprehensive care. However, we are 
not modifying the regulations for this 
specific service to include these 
suggestions. 

After consideration of the public 
comments we received, we are adopting 
as final, without modification, our 
proposed revision of § 440.160(b)(1) and 
§ 441.151(a)(2)(i) by removing the 
requirement for accreditation by The 
Joint Commission of psychiatric 
hospitals and hospitals with inpatient 
psychiatric programs. Under the final 
regulations, psychiatric hospitals will 
have the choice of undergoing a State 
survey to determine whether the 
hospital meets the requirements to 
participate in Medicare as a psychiatric 
hospital under 42 CFR 482.60 or 

obtaining accreditation from a national 
accrediting organization whose 
psychiatric hospital accrediting program 
has been approved by CMS. Likewise, 
hospitals with inpatient psychiatric 
programs will have the choice of 
undergoing a State survey to determine 
whether the hospital meets the 
requirements for participation in 
Medicare as a hospital as specified in 42 
CFR part 482 or obtaining accreditation 
by a national accrediting organization 
whose hospital accrediting program has 
been approved by CMS. 

As described above, we are not 
finalizing our proposed revision of 
§ 440.160(b)(2) and § 441.151(a)(2)(ii) to 
remove specific references to 
accreditation organizations to afford 
PRTFs the flexibility in obtaining 
accreditation by a national accrediting 
organization whose program has been 
approved by CMS, or by any other 
accrediting organization with 
comparable standards that is recognized 
by the State. The language currently 
specified in § 440.160(b)(2) and 
§ 441.151(a)(2)(ii) is being retained. 

XI. MedPAC Recommendations 
Under section 1886(e)(4)(B) of the 

Act, the Secretary must consider 
MedPAC’s recommendations regarding 
hospital inpatient payments. Under 
section 1886(e)(5) of the Act, the 
Secretary must publish in the annual 
proposed and final IPPS rules the 
Secretary’s recommendations regarding 
MedPAC’s recommendations. We have 
reviewed MedPAC’s March 2010 
‘‘Report to the Congress: Medicare 
Payment Policy’’ and have given the 
recommendations in the report 
consideration in conjunction with the 
policies set forth in this final rule. 

MedPAC’s Recommendation 2A–1 
states that ‘‘The Congress should 
increase payment rates for the acute 
inpatient and outpatient prospective 
payment systems in 2011 by the 
projected rate of increase in the hospital 
market basket index, concurrent with 
implementation of a quality incentive 
payment program.’’ This 
recommendation for the IPPS is 
discussed in Appendix B to this final 
rule. 

MedPAC’s Recommendation 2A–2 
states that ‘‘To restore budget neutrality, 
the Congress should require the 
Secretary to fully offset increases in 
inpatient payments due to hospitals’ 
documentation and coding 
improvements. To accomplish this goal, 
the Secretary must reduce payment rates 
in the inpatient prospective payment 
system by the same percentage (not to 
exceed 2 percentage points) each year in 
2011, 2012, and 2013. The lower rates 
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would remain in place until 
overpayments are fully recovered.’’ 

Response to Recommendation 2A–2: 
Beginning in FY 2008, CMS adopted the 
new MS–DRG patient classification 
system for the IPPS to better recognize 
severity of illness in Medicare payment 
rates. Adoption of the MS–DRGs 
resulted in the expansion of the number 
of DRGs from 538 in FY 2007 to 745 in 
FY 2008. The increase in the number of 
DRGs provides incentives for hospitals 
to change documentation and coding 
that can increase Medicare expenditures 
without any corresponding increase in 
underlying patient severity. Consistent 
with the statutory requirement to 
maintain budget neutrality, we 
established prospective documentation 
and coding adjustments of ¥1.2 percent 
for FY 2008, ¥1.8 percent for FY 2009, 
and ¥1.8 percent for FY 2010 when the 
new MS–DRG system was implemented 
in FY 2008. Subsequent to issuance of 
the FY 2008 IPPS final rule, section 7 of 
the TMA of 2007 (Pub. L. 110–90) 
divided in half the documentation and 
coding adjustments for the MS–DRG 
system that we adopted in the FY 2008 
IPPS final rule to ¥0.6 percent for FY 
2008 and ¥0.9 percent for FY 2009. 
Section 7 requires that, if the 
implementation of the new MS–DRG 
payment system resulted in actual 
changes in documentation and coding 
in FY 2008 or FY 2009, or both years, 
that are different from those reflected in 
the ¥0.6 percent and ¥0.9 percent 
documentation and coding adjustments 
applied to payment rates in FY 2008 
and FY 2009, respectively, the Secretary 
further adjust operating IPPS rates. This 
further adjustment must offset the 
estimated amount of the increase or 
decrease in aggregate payments for 
discharges occurring during FY 2008 
and FY 2009, and must be made during 
FY 2010, FY 2011, and/or FY 2012. 
These adjustments are referred to as the 
recoupment adjustments and apply only 
to acute IPPS operating payments. In 
addition, the law requires that the 
Secretary eliminate the effect of all 
actual documentation and coding 
changes occurring in FY 2008 and FY 
2009 incorporated into FY 2010 IPPS 
operating rates not already accounted 
for beyond the ¥0.6 and ¥0.9 percent 
adjustments. These adjustments are 
referred to as the prospective 
adjustments. As discussed in section 
II.D. of the preamble of this final rule, 
our current estimate is that an aggregate 
adjustment of 9.7 percent (in addition to 
the ¥0.6 percent adjustment and the 
¥0.9 percent adjustment previously 
made in FY 2008 and FY 2009, 

respectively) is necessary to satisfy 
these requirements. 

We discuss the public comments we 
received on the FY 2011 IPPS/LTCH 
PPS proposed rule, and our responses, 
regarding our proposed adjustments to 
correct for the effects of improved 
documentation and coding on Medicare 
payments to hospitals in section II.D. of 
the preamble of this final rule for IPPS 
operating payments, in section V.E. of 
the preamble of this final rule for IPPS 
capital payments, and in section VII.C.3. 
of the preamble of this final rule for 
LTCH PPS payments. In this context, we 
note that, in considering whether to 
adopt MedPAC’s recommendation, we 
took into consideration the statutory 
requirement that the adjustment must 
offset the estimated amount of the 
increase or decrease in aggregate 
payments for discharges occurring 
during FY 2008 and FY 2009 must be 
made during FY 2010, FY 2011, and/or 
FY 2012. 

For further information relating 
specifically to the MedPAC reports or to 
obtain a copy of the reports, contact 
MedPAC at (202) 653–7226, or visit 
MedPAC’s Web site at: http:// 
www.medpac.gov. 

XII. Other Required Information 

A. Requests for Data From the Public 
In order to respond promptly to 

public requests for data related to the 
prospective payment system, we have 
established a process under which 
commenters can gain access to raw data 
on an expedited basis. Generally, the 
data are now available on compact disc 
(CD) format. However, many of the files 
are available on the Internet at: http:// 
www.cms.hhs.gov/AcuteInpatientPPS. 
We listed the data files and the cost for 
each file, if applicable, in the FY 2011 
IPPS/LTCH PPS proposed rule (75 FR 
24052 and 24053). 

Commenters interested in discussing 
any data used in constructing this final 
rule should contact Nisha Bhat at (410) 
786–5320. 

B. Collection of Information 
Requirements 

1. Legislative Requirement for 
Solicitation of Comments 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 

Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

2. Requirements in Regulation Text 

In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24054 through 
24056), we solicited public comment on 
each of these issues listed in section 
XII.B.1. of this preamble for the 
following sections of this document that 
contain information collection 
requirements (ICRs). We discuss and 
respond to any public comments we 
received in each individual section. 

a. ICRs Regarding Withdrawing an 
Application, Terminating an Approved 
3-Year Reclassification, or Canceling a 
Previous Withdrawal or Termination 
(Revised § 412.273) 

We have revised much of § 412.273 to 
make the provisions clearer and more 
easily understood. Although the 
majority of the information collections 
under this section exist under current 
law, as we are modifying the provision, 
in this section we discuss the 
information collections that will exist 
under the revised § 412.273. 

As discussed in section III.I. of this 
preamble, revised § 412.273(b) states 
that the MGCRB allows a hospital, or 
group of hospitals, to withdraw its 
application or to terminate an already 
existing 3-year reclassification. Revised 
§ 412.273(c) further specifies the timing 
requirements for the withdrawal or 
termination requirements. Revised 
§ 412.273(c)(1) provides that a request 
for withdrawal must be received by the 
MGCRB at any time before the MGCRB 
issues a decision on the application; or 
after the MGCRB issues a decision, 
provided that the request for withdrawal 
is received by the MGCRB within 45 
days of publication of CMS’ annual 
notice of proposed rulemaking 
concerning changes to the IPPS and 
proposed payment rates for the fiscal 
year for which the application has been 
filed. 

The burden associated with this 
requirement is the time and effort 
necessary for a hospital to submit a 
written withdrawal request to the 
MGCRB. While this requirement is 
subject to the PRA, we cannot 
accurately quantify the burden 
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associated with this requirement. We 
currently review each request on a case- 
by-case basis. We believe the associated 
burden is thereby exempt from the PRA 
as stipulated under 5 CFR 1320.3(h)(6). 

Revised § 412.273(c)(2) provides that 
a request for termination must be 
received by the MGCRB within 45 days 
of the publication of CMS’ annual notice 
of proposed rulemaking concerning 
changes to the IPPS and proposed 
payment rates for the fiscal year for 
which the termination is to apply. The 
burden associated with this requirement 
is the time and effort necessary for a 
hospital to submit a written termination 
request to the MGCRB. While this 
requirement is subject to the PRA, we 
cannot accurately quantify the burden 
associated with this requirement. We 
currently review each request on a case- 
by-case basis. We believe the associated 
burden is thereby exempt from the PRA 
as stipulated under 5 CFR 1320.3(h)(6). 

Revised § 412.273(d)(1) states that a 
hospital (or group of hospitals) may 
cancel a withdrawal or termination in a 
subsequent year and request the MGCRB 
to reinstate the wage index 
reclassification for the remaining fiscal 
year(s) of the 3-year period. Revised 
§ 412.273(d)(2) requires that 
cancellation requests be received in 
writing by the MGCRB no later than the 
deadline for submitting reclassification 
applications for the following fiscal 
year, as specified in § 412.256(a)(2). The 
burden associated with this requirement 
is the time and effort necessary for a 
hospital to submit a written request to 
the MGCRB, requesting that the current 
withdrawal or termination request be 
cancelled. While this requirement is 
subject to the PRA, we cannot 
accurately quantify the burden 
associated with this requirement. We 
currently review each request on a case- 
by-case basis. We believe the associated 
burden is thereby exempt from the PRA 
as stipulated under 5 CFR 1320.3(h)(6). 

Section 412.273(d)(3) states that a 
hospital will be able to apply for 
reclassification to a different area (that 
is, an area different from the one to 
which it was originally reclassified for 
the 3-year period). If the application is 
approved, the reclassification will be 
effective for 3 years. Once a 3-year 
reclassification becomes effective, a 
hospital may no longer cancel a 
withdrawal or termination of another 
3-year reclassification, regardless of 
whether the withdrawal or termination 
request is made within 3 years from the 
date of the withdrawal or termination. 
The burden associated with the 
reapplication requirement is the time 
and effort necessary for a hospital to 
submit a reclassification request to the 

MGCRB. While this requirement is 
subject to the PRA, the associated 
burden is approved under OMB control 
number 0938–0573, with an expiration 
date of December 31, 2011. 

Section 412.273(f)(1) states that a 
hospital may file an appeal of the 
MGCRB’s denial of its request for 
withdrawal or termination, or of the 
MGCRB’s denial of its request for a 
cancellation of such withdrawal or 
termination, to the Administrator. The 
appeal must be received within 15 days 
of the date of the notice of the denial. 
The burden associated with this 
requirement is the time and effort 
necessary for a hospital to file a written 
appeal of the MGCRB’s denial. While 
this requirement is subject the PRA, the 
associated burden is exempt under 5 
CFR 1320.4. The burden associated with 
collection information as part of or 
subsequent to an administrative action 
is not subject to the PRA. 

b. ICRs Regarding Condition of 
Participation: Respiratory Care Services 
(§ 482.57) 

Section IX. of this preamble discusses 
the revisions to § 482.57(b)(4), which 
impose a recordkeeping requirement. 
Section 482.57(b)(4) requires all 
respiratory care services orders to be 
documented in the patient’s medical 
record in accordance with the 
requirements at § 482.24. The burden 
associated with this requirement is the 
time and effort necessary for hospital 
staff to document and maintain the 
respiratory care services orders in a 
patient’s medical record. While these 
requirements are subject to the PRA, the 
associated burden is exempt from the 
PRA under 5 CFR 1320.3(b)(2). We 
believe hospitals will not incur any 
burden above and beyond that 
associated with the usual and customary 
business practice of maintaining 
detailed patient medical records. 

3. Additional Information Collection 
Requirements 

This final rule imposes collection of 
information requirements as outlined in 
the regulation text and specified above. 
However, this final rule also makes 
reference to several associated 
information collections that are not 
discussed in the regulation text 
contained in this document. The 
following is a discussion of these 
information collections, some of which 
have already received OMB approval. 

a. Present on Admission (POA) 
Indicator Reporting 

Section II.F.6. of the preamble of this 
final rule discusses the POA indicator 
reporting program. As stated earlier, 

collection of POA indicator data is 
necessary to identify which conditions 
were acquired during hospitalization for 
the HAC payment provision and for 
broader public health uses of Medicare 
data. Through Change Request 5499 
dated May 11, 2007, CMS issued 
instructions that require IPPS hospitals 
to submit POA indicator data for all 
diagnosis codes on Medicare claims. 

The burden associated with this 
requirement is the time and effort 
necessary to place the appropriate POA 
indicator codes on Medicare claims. 
This requirement is subject to the PRA; 
however, the associated burden is 
currently approved under OMB control 
number 0938–0997, with an expiration 
date of October 31, 2012. 

b. Add-On Payments for New Services 
and Technologies 

Section II.I.1. of the preamble of this 
final rule discusses add-on payments for 
new services and technologies. 
Specifically, this section states that 
applicants for add-on payments for new 
medical services or technologies for FY 
2011 must submit a formal request. A 
formal request includes a full 
description of the clinical applications 
of the medical service or technology and 
the results of any clinical evaluations 
demonstrating that the new medical 
service or technology represents a 
substantial clinical improvement. In 
addition, the request must contain a 
significant sample of the data to 
demonstrate that the medical service or 
technology meets the high-cost 
threshold. We detailed the burden 
associated with this requirement in the 
September 7, 2001, IPPS final rule (66 
FR 46902). As stated in that final rule, 
collection of the information for this 
requirement is conducted on an 
individual case-by-case basis. We 
believe the associated burden is thereby 
exempt from the PRA as stipulated 
under 5 CFR 1320.3(h)(6). Similarly, we 
also believe the burden associated with 
this requirement is exempt from the 
PRA under 5 CFR 1320.3(c), which 
defines the agency collection of 
information subject to the requirements 
of the PRA as information collection 
imposed on 10 or more persons within 
any 12-month period. This information 
collection does not impact 10 or more 
entities in a 12-month period. In FYs 
2008, 2009, 2010, and 2011, we received 
1, 4, 5, and 3 applications, respectively. 

c. Reporting of Hospital Quality Data for 
Annual Hospital Payment Update 

As discussed in section IV.A. of this 
final rule, the RHQDAPU program was 
originally established to implement 
section 501(b) of Public Law 108–173. 
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The RHQDAPU program originally 
consisted of a ‘‘starter set’’ of 10 quality 
measures. OMB approved the collection 
of data associated with the original 
starter set of quality measures under 
OMB control number 0938–0918, with a 
current expiration date of January 31, 
2011. 

As part of our implementation of 
section 5001(a) of the DRA, we 
expanded the number of quality 
measures reported in the RHQDAPU 
program. Specifically, section 
1886(b)(3)(B)(viii)(III) of the Act, added 
by section 5001(a) of the DRA, requires 
that the Secretary expand the ‘‘starter 
set’’ of 10 quality measures that were 
established by the Secretary as of 
November 1, 2003, to include measures 
‘‘that the Secretary determines to be 
appropriate for the measurement of the 
quality of care (including medication 
errors) furnished by hospitals in 
inpatient settings.’’ Under this 
provision, we established additional 
program measures to bring the total 
number of measures to 30. The burden 
associated with these reporting 
requirements is currently approved 
under OMB control number 0938–1022, 
with a current expiration date of June 
30, 2011. 

In the FY 2010 IPPS proposed rule 
(74 FR 24168), we solicited public 
comments on several considerations for 
expanding and updating quality 
measures. We responded to the public 
comments received in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43866 through 43868). We also 
expanded and finalized the RHQDAPU 
program measure set for the FY 2011 
payment determination. As part of the 
expansion effort, we finalized 46 
measures in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43872). 

In the FY 2011 IPPS/LTCH PPS 
proposed rule, we proposed to retire one 
measure for the FY 2011 payment 
determination (75 FR 23961). For the FY 
2012 through FY 2014 payment 
determinations, we proposed to retain 
the remaining 45 of the 46 current 
measures; and for FY 2012, to add 10 
new measures and to require all-patient 
volume data for selected MS–DRGs that 
relate to RHQDAPU program measures; 
for FY 2013, to retain the FY 2012 
measures and add 35 new measures; 
and for FY 2014, to retain the FY 2013 
measures and to add 4 new measures. In 
addition, we listed 28 new measures 
that are under consideration for 
adoption in future years. We proposed 
that, beginning with CY 2011 
discharges, hospitals submit some of the 
new measure data to a qualified registry. 

We also solicited public comments on 
retiring one or more of the 11 additional 

measures suggested by commenters in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule based on topped out 
performance and other rationales. 

In summary, we proposed to retire 
one measure for the FY 2011 annual 
payment update and sought comments 
on whether to retire 11 additional 
measures suggested by commenters in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule. In addition, we proposed to 
expand the RHQDAPU program 
measure set to: 55 measures for the FY 
2012 annual payment update (taking 
into account our proposal to retire one 
measure for the FY 2011 annual 
payment update); 90 measures for the 
FY 2013 annual payment update, and 94 
measures for the FY 2014 annual 
payment update. We also proposed 28 
possible measures and topics for future 
years. Finally, we proposed that, 
beginning with the FY 2012 annual 
payment update, hospitals that 
participate in the RHQDAPU program 
submit all-patient volume data for 
selected MS–DRGs that relate to 
RHQDAPU program measures beginning 
with CY 2011 discharges. 

We submitted a revised version of the 
information collection request approved 
under OMB control number 0938–1022, 
to obtain approval for the proposed new 
measures. 

Section IV.A.10. of the FY 2011 IPPS/ 
LTCH PPS proposed rule addressed the 
reconsideration and appeal procedures 
for a hospital that we believe did not 
meet the RHQDAPU program 
requirements. If a hospital disagrees 
with our determination, it may submit 
a written request to CMS to reconsider 
our decision. The hospital’s request for 
reconsideration must explain the 
reasons why it believes it satisfied the 
RHQDAPU program requirements. 

While this is a reporting requirement, 
the burden associated with it is not 
subject to the PRA under 5 CFR 
1320.4(a)(2). The burden associated 
with information collection 
requirements imposed subsequent to an 
administrative action is not subject to 
the PRA. 

For the FY 2011 annual payment 
update, we are retiring the AHRQ 
mortality for selected surgical 
procedures composite measure. We refer 
readers to section IV.A.3. of this final 
rule for the list of RHQDAPU measures 
that we are adopting as final for FY 2012 
through FY 2014. Over the three year 
period, we are retiring 2 additional 
measures from the measurement set 
(PN–2, and PN–7) and adding 17 new 
measures to the measure set, for a total 
of 60 measures. We are not adopting any 
of our proposed registry-based 

measures, or our proposal for all-patient 
volume reporting. 

In summary, after consideration of the 
public comments we received, we are: 

• Retiring one measure for the FY 
2011 annual payment update. 

• Retaining the measures used for the 
FY 2011 annual payment update (except 
for the 1 we are retiring) and adopting 
10 additional claims—based measures 
for reporting in 2011 that will be used 
to determine the FY 2012 annual 
payment update. 

• Retaining the measures used for the 
FY 2012 annual payment update and 
adopting an additional 1 chart- 
abstracted measure and 1 HAI measure 
(to be reported through the NHSN) for 
reporting in 2011 that will be used to 
determine the FY 2013 annual payment 
update. 

• Retaining the measures used for the 
FY 2013 annual payment update (except 
for 2 measures we are retiring) and 
adopting 5 additional measures for 
reporting in 2012 that will be used to 
determine the FY 2014 annual payment 
update. 

d. Occupational Mix Adjustment to the 
FY 2011 Index (Hospital Wage Index 
Occupational Mix Survey) 

Section II.D. of the preamble of this 
final rule discusses the occupational 
mix adjustment to the FY 2011 wage 
index. While the preamble does not 
contain any new ICRs, it is important to 
note that there is an OMB approved 
information collection request 
associated with the hospital wage index. 

Section 304(c) of Public Law 106–554 
amended section 1886(d)(3)(E) of the 
Act to require CMS to collect data at 
least once every 3 years on the 
occupational mix of employees for each 
short-term, acute care hospital 
participating in the Medicare program 
in order to construct an occupational 
mix adjustment to the wage index. We 
collect the data via the occupational mix 
survey. 

The burden associated with this 
information collection requirement is 
the time and effort required to collect 
and submit the data in the Hospital 
Wage Index Occupational Mix Survey to 
CMS. The aforementioned burden is 
subject to the PRA; however, it is 
currently approved under OMB control 
number 0938–0907, with an expiration 
date of February 28, 2013. 

e. Hospital Applications for Geographic 
Reclassifications by the MGCRB 

Section III.I.3. of the preamble of this 
final rule discusses revisions to the 
wage index based on hospital 
redesignations. As stated in that section, 
under section 1886(d)(10) of the Act, the 
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MGCRB has the authority to accept 
short-term IPPS hospital applications 
requesting geographic reclassification 
for wage index or standardized payment 
amounts and to issue decisions on these 
requests by hospitals for geographic 
reclassification for purposes of payment 
under the IPPS. 

The burden associated with this 
application process is the time and 
effort necessary for an IPPS hospital to 
complete and submit an application for 
reclassification to the MGCRB. While 
this requirement is subject to the PRA, 
the associated burden is currently 
approved under OMB control number 
0938–0573, with an expiration date of 
December 31, 2011. 

f. Direct GME Payments: General 
Requirements 

Existing regulations at § 413.75(b) 
permit hospitals that share residents to 
elect to form a Medicare GME affiliated 
group if they are in the same or 
contiguous urban or rural areas, if they 
are under common ownership, or if they 
are jointly listed as program sponsors or 
major participating institutions in the 
same program. The purpose of a 
Medicare GME affiliated group is to 
provide flexibility to hospitals in 
structuring rotations under an aggregate 
FTE resident cap when they share 
residents. The existing regulations at 
§ 413.79(f)(1) specify that each hospital 
in a Medicare GME affiliated group 
must submit a Medicare GME affiliation 
agreement (as defined under § 413.75(b)) 
to the Medicare fiscal intermediary or 
MAC servicing the hospital and send a 
copy to CMS’ Central Office no later 
than July 1 of the residency program 
year during which the Medicare GME 
affiliation agreement will be in effect. 

In section V.H.3. of the preamble of 
this final rule, as we proposed, we are 
allowing hospitals to electronically 
submit the copy of the affiliation 
agreement that is required to be sent to 
the CMS Central Office. As stated earlier 
in the preamble, the electronic 
submission process will consist of either 
an e-mail mailbox or a Web site where 
hospitals will submit their Medicare 
GME affiliation agreements to the CMS 
Central Office to a designated online 
mailbox. We are providing that a copy 
of the Medicare GME affiliation 
agreement will need to be received 
through the electronic system no later 
than 11:59 p.m. on July 1 of each 
academic year. We are specifying that 
the electronic affiliation agreement will 
need to be submitted either as a scanned 
copy or a Portable Document Format 
(PDF) version of that hard copy 
agreement; we will not accept an 
agreement in any electronic format that 

could be subject to manipulation. The 
scanned and/or PDF format will enable 
CMS to ensure that the agreements are 
signed and dated as required in the 
regulations at § 413.75. Under this 
policy, hospitals will have the option to 
continue to submit a hard copy of its 
affiliation agreement to the CMS Central 
Office. In addition, each fiscal 
intermediary or MAC will continue to 
have the authority to specify its 
requirements for submittal of the 
Medicare GME affiliation agreement by 
hospitals that are part of the affiliation. 

The burden associated with this 
requirement is the time and effort it 
would take for the new hospital to 
develop and submit the Medicare GME 
affiliation agreement, to submit the 
agreement to its fiscal intermediary or 
MAC, and to submit a copy to CMS. In 
the proposed and final rules that 
published on May 22, 2009 (74 FR 
24080) and August 27, 2009 (74 FR 
43754), we stated that it was difficult for 
us to estimate the annual burden 
associated with this requirement 
because we cannot estimate the 
additional number of hospitals that will 
be permitted to submit Medicare GME 
affiliation agreements in any given year 
as a result of the change. However, we 
now have better data available to 
quantify the burden associated with the 
existing requirement for hospitals to 
submit GME affiliation agreements to 
the fiscal intermediary or MAC 
servicing the hospital and new 
requirement for the electronic 
submission of a copy of the affiliation 
agreement to CMS. We are submitting a 
new information collection request to 
OMB for review and approval of the 
associated burden. 

We anticipate receiving between 100 
and 150 GME affiliation agreements 
annually. For the purposes of our 
information collection request, we 
estimate that we will receive 125 
agreements annually. CMS provides a 
two-page sample agreement for 
hospitals; however, some facilities may 
submit additional information that is 
not required. We estimate that it will 
take 1 hour for a hospital to develop a 
GME affiliation agreement or to follow 
the format provided by CMS. Similarly, 
we estimate that it will take each 
hospital 15 minutes to submit a hard 
copy of the affiliation agreement to its 
fiscal intermediary or MAC. Finally, we 
estimate that it will take each hospital 
5 minutes to submit an electronic copy 
of its GME affiliation agreement to CMS. 
The total annual burden associated with 
developing the affiliation agreement is 
125 hours. The total annual burden 
associated with submitting a hard copy 
of the affiliation agreement is 31 hours. 

The total annual burden associated with 
submitting the agreement electronically 
is 10 hours. The total annual burden 
associated with all of the requirements 
in this section is 166 hours. The total 
cost associated with this requirement is 
$5,000 ($40.00 × 125 agreements). 

List of Subjects 

42 CFR Part 412 

Administrative practice and 
procedure, Health facilities, Medicare, 
Puerto Rico, Reporting and 
recordkeeping requirements. 

42 CFR Part 413 

Health facilities, Kidney diseases, 
Medicare, Puerto Rico, Reporting and 
recordkeeping requirements. 

42 CFR Part 415 

Health facilities, Health professions, 
Medicare and Reporting and 
recordkeeping requirements. 

42 CFR Part 424 

Conditions for Medicare payment. 

42 CFR Part 440 

Grant program—health, Medicaid. 

42 CFR Part 441 

Family planning, Grant program— 
health, Infants and children, Medicaid, 
Penalties, Prescription drugs, Reporting 
and recordkeeping requirements. 

42 CFR Part 482 

Grant program—health, Hospitals, 
Medicaid, Medicare, Reporting and 
recordkeeping requirements. 

42 CFR Part 485 

Grant programs—health, Health 
facilities, Medicaid, Medicare, 
Reporting and recordkeeping 
requirements. 

42 CFR Part 489 

Health facilities, Medicare, Reporting 
and recordkeeping requirements. 
■ For the reasons stated in the preamble 
of this final rule, the Centers for 
Medicare & Medicaid Services is 
amending 42 CFR chapter IV as follows: 

PART 412—PROSPECTIVE PAYMENT 
SYSTEMS FOR INPATIENT HOSPITAL 
SERVICES 

■ 1. The authority citation for part 412 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh), and sec. 124 of Pub. L. 106–113 
(113 Stat. 1501A–332). 

■ 2. Section 412.2 is amended by— 
■ a. Revising paragraph (c)(5) 
introductory text. 
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■ b. Revising paragraph (c)(5)(iii). 
■ c. Adding a new paragraph (c)(5)(iv). 

The revision and addition read as 
follows: 

§ 412.2 Basis of payment. 

* * * * * 
(c) * * * 
(5) Preadmission services otherwise 

payable under Medicare Part B 
furnished to a beneficiary on the date of 
the beneficiary’s admission to the 
hospital and during the 3 calendar days 
immediately preceding the date of the 
beneficiary’s admission to the hospital 
that meet the condition specified in 
paragraph (c)(5)(i) of this section and at 
least one of the conditions specified in 
paragraphs (c)(5)(ii) through (c)(5)(iv). 
* * * * * 

(iii) For services furnished on or after 
October 1, 1991, through June 24, 2010, 
the services are furnished in connection 
with the principal diagnosis that 
requires the beneficiary to be admitted 
as an inpatient and are not the 
following: 

(A) Ambulance services. 
(B) Maintenance renal dialysis. 
(iv) Nondiagnostic services furnished 

on or after June 25, 2010, other than 
ambulance services and maintenance 
renal dialysis services, that are 
furnished on the date of the 
beneficiary’s inpatient admission or on 
the first, second, or third calendar day 
immediately preceding the date of the 
beneficiary’s inpatient admission and 
the hospital does not attest that such 
services are unrelated to the 
beneficiary’s inpatient admission. 
■ 3. Section 412.4 is amended by— 
■ a. Republishing the introductory text 
of paragraph (b). 
■ b. Removing the word ‘‘or’’ at the end 
of paragraph (b)(1). 
■ c. Removing the period at the end of 
paragraph (b)(2) and adding in its place 
a semicolon. 
■ d. Adding new paragraphs (b)(3) and 
(b)(4). 

The additions read as follows: 

§ 412.4 Discharges and transfers. 

* * * * * 
(b) Acute care transfers. A discharge 

of a hospital inpatient is considered to 
be a transfer for purposes of payment 
under this part if the patient is 
readmitted the same day (unless the 
readmission is unrelated to the initial 
discharge) to another hospital that is— 
* * * * * 

(3) An acute care hospital that would 
otherwise be eligible to be paid under 
the IPPS, but does not have an 
agreement to participate in the Medicare 
program; or 

(4) A critical access hospital. 
* * * * * 

§ 412.23 [Amended] 

■ 4. In § 412.23, paragraphs (e)(6)(i) and 
(e)(7)(ii) are amended by removing the 
date ‘‘December 28, 2010’’ and adding 
the date ‘‘December 28, 2012’’ in its 
place. 
■ 5. Section 412.64 is amended by— 
■ a. Revising paragraphs (d)(1) and 
(e)(4). 
■ b. Adding a new paragraph (m). 

§ 412.64 Federal rates for inpatient 
operating costs for Federal fiscal year 2005 
and subsequent fiscal years. 

* * * * * 
(d) * * * 
(1) Subject to the provisions of 

paragraph (d)(2) of this section, the 
applicable percentage change for 
updating the standardized amount is— 

(i) For fiscal year 2005 through fiscal 
year 2009, the percentage increase in the 
market basket index for prospective 
payment hospitals (as defined in 
§ 413.40(a) of this subchapter) for 
hospitals in all areas. 

(ii) For fiscal year 2010, for 
discharges— 

(A) On or after October 1, 2009 and 
before April 1, 2010, the percentage 
increase in the market basket index for 
prospective payment hospitals (as 
defined in § 413.40(a) of this 
subchapter) for hospitals in all areas; 
and 

(B) On or after April 1, 2010 and 
before October 1, 2010, the percentage 
increase in the market basket index 
minus 0.25 percentage points for 
prospective payment hospitals (as 
defined in § 413.40(a) of this 
subchapter) for hospitals in all areas. 

(iii) For fiscal year 2011, the 
percentage increase in the market basket 
index minus 0.25 percentage points for 
prospective payment hospitals (as 
defined in § 413.40(a) of this 
subchapter) for hospitals in all areas. 
* * * * * 

(e) * * * 
(4) CMS makes an adjustment to the 

wage index to ensure that aggregate 
payments after implementation of the 
rural floor under section 4410 of the 
Balanced Budget Act of 1997 (Pub. L. 
105–33) and the imputed floor under 
paragraph (h)(4) of this section are equal 
to the aggregate prospective payments 
that would have been made in the 
absence of such provisions as follows: 

(i) Beginning October 1, 2008, such 
adjustment is transitioned from a 
nationwide to a statewide adjustment as 
follows: 

(A) From October 1, 2008 through 
September 30, 2009, the wage index is 

a blend of 20 percent of a wage index 
with a statewide adjustment and 80 
percent of a wage index with a 
nationwide adjustment. 

(B) From October 1, 2009 through 
September 30, 2010, the wage index is 
a blend of 50 percent of a wage index 
with a statewide adjustment and 50 
percent of a wage index with a 
nationwide adjustment. 

(ii) Beginning October 1, 2010, such 
adjustment is a full nationwide 
adjustment. 
* * * * * 

(m) Adjusting the wage index to 
account for the Frontier State floor. 

(1) General criteria. For discharges 
occurring on or after October 1, 2010, 
CMS adjusts the hospital wage index for 
hospitals located in qualifying States to 
recognize the wage index floor 
established for frontier States. A 
qualifying frontier State meets both of 
the following criteria: 

(i) At least 50 percent of counties 
located within the State have a reported 
population density less than 6 persons 
per square mile. 

(ii) The State does not receive a 
nonlabor-related share adjustment 
determined by the Secretary to take into 
account the unique circumstances of 
hospitals located in Alaska and Hawaii. 

(2) Amount of wage index adjustment. 
A hospital located in a qualifying State 
will receive a wage index value not less 
than 1.00. 

(3) Process for determining and 
posting wage index adjustments. (i) 
CMS uses the most recent Population 
Estimate data published by the U.S. 
Census Bureau to determine county 
definitions and population density. This 
analysis will be periodically revised, 
such as for updates to the decennial 
census data. 

(ii) CMS will include a listing of 
qualifying frontier States and denote the 
hospitals receiving a wage index 
increase attributable to this provision in 
its annual updates to the hospital 
inpatient prospective payment system 
published in the Federal Register. 
■ 6. Section 412.73 is amended by— 
■ a. Revising paragraph (c)(15). 
■ b. Adding a new paragraph (c)(16). 

The revision and addition read as 
follows: 

§ 412.73 Determination of the hospital- 
specific rate based on a Federal fiscal year 
1982 base period. 

* * * * * 
(c) * * * 
(15) For Federal fiscal year 2003 

through Federal fiscal year 2009. For 
Federal fiscal year 2003 through Federal 
fiscal year 2009, the update factor is the 
percentage increase in the market basket 
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index for prospective payment hospitals 
(as defined in § 413.40(a) of this 
chapter). 

(16) For Federal fiscal year 2010 and 
subsequent years. For Federal fiscal year 
2010 and subsequent years, the update 
factor is the percentage increase 
specified in § 412.64(d). 
* * * * * 

§ 412.75 [Amended] 

■ 7. In § 412.75, paragraph (d) is 
amended by removing the citation 
‘‘§ 412.73(c)(15)’’ and adding the citation 
‘‘§ 412.73(c)(15) and § 412.73(c)(16)’’ in 
its place. 

§ 412.77 [Amended] 

■ 8. In § 412.77, paragraph (e) is 
amended by removing the reference 
‘‘(c)(15)’’ and adding the reference 
‘‘(c)(16)’’ in its place. 

§ 412.78 [Amended] 

■ 9. In § 412.78, paragraph (e) is 
amended by removing the citation 
‘‘§ 412.73(c)(15)’’ and adding the citation 
‘‘§ 412.73(c)(15) and § 412.73(c)(16)’’ in 
its place. 

§ 412.79 [Amended] 

■ 10. In § 412.79, paragraph (d) is 
amended by removing the phrase ‘‘and 
(c)(15)’’ and adding the phrase ‘‘through 
(c)(16)’’ in its place. 
■ 11. Section 412.101 is revised to read 
as follows: 

§ 412.101 Special treatment: Inpatient 
hospital payment adjustment for low- 
volume hospitals. 

(a) Definitions. Beginning in FY 2011, 
the terms used in this section are 
defined as follows: 

Medicare discharges means discharge 
of inpatients entitled to Medicare Part 
A, including discharges associated with 
individuals whose inpatient benefits are 
exhausted or whose stay was not 
covered by Medicare and also 
discharges of individuals enrolled in a 
MA organization under Medicare Part C. 

Road miles means ‘‘miles’’ as defined 
in § 412.92(c)(1). 

(b) General considerations. (1) CMS 
provides an additional payment to a 
qualifying hospital for the higher 
incremental costs associated with a low 
volume of discharges. The amount of 
any additional payment for a qualifying 
hospital is calculated in accordance 
with paragraph (c) of this section. 

(2) In order to qualify for this 
adjustment, a hospital must meet the 
following criteria: 

(i) For FY 2005 through FY 2010 and 
FY 2013 and subsequent fiscal years, a 
hospital must have fewer than 200 total 
discharges, which includes Medicare 

and non-Medicare discharges, during 
the fiscal year, based on the hospital’s 
most recently submitted cost report, and 
be located more than 25 road miles (as 
defined in paragraph (a) of this section) 
from the nearest ‘‘subsection (d)’’ 
(section 1886(d) of the Act) hospital. 

(ii) For FY 2011 and FY 2012, a 
hospital must have fewer than 1,600 
Medicare discharges, as defined in 
paragraph (a) of this section, during the 
fiscal year, based on the hospital’s 
Medicare discharges from the most 
recently available MedPAR data as 
determined by CMS, and be located 
more than 15 road miles, as defined in 
paragraph (a) of this section, from the 
nearest ‘‘subsection (d)’’ (section 1886(d) 
of the Act) hospital. 

(3) In order to qualify for the 
adjustment, a hospital must provide its 
fiscal intermediary or Medicare 
administrative contractor with sufficient 
evidence that it meets the distance 
requirement specified under paragraph 
(b)(2) of this section. The fiscal 
intermediary or Medicare administrative 
contractor will base its determination of 
whether the distance requirement is 
satisfied upon the evidence presented 
by the hospital and other relevant 
evidence, such as maps, mapping 
software, and inquiries to State and 
local police, transportation officials, or 
other government officials. 

(c) Determination of the adjustment 
amount. The low-volume adjustment for 
hospitals that qualify under paragraph 
(b) of this section is as follows for the 
applicable fiscal year: 

(1) For FY 2005 through FY 2010 and 
FY 2013 and subsequent fiscal years, the 
adjustment is an additional 25 percent 
for each Medicare discharge. 

(2) For FY 2011 and FY 2012, the 
adjustment is as follows: 

(i) For low-volume hospitals with 200 
or fewer Medicare discharges (as 
defined in paragraph (a) of this section), 
the adjustment is an additional 25 
percent for each Medicare discharge. 

(ii) For low-volume hospitals with 
Medicare discharges (as defined in 
paragraph (a) of this section) of more 
than 200 and fewer than 1,600, the 
adjustment for each Medicare discharge 
is an additional percent calculated using 
the formula [(4/14)—(number of 
Medicare discharges/5600)]. The 
‘‘number of Medicare discharges’’ is 
determined as described in paragraph 
(b)(2)(ii) of this section. 

(d) Eligibility of new hospitals for the 
adjustment. For FYs 2005 through 2010 
and FY 2013 and subsequent fiscal 
years, a new hospital will be eligible for 
a low-volume adjustment under this 
section once it has submitted a cost 
report for a cost reporting period that 

indicates that it meets discharge 
requirements during the applicable 
fiscal year and has provided its fiscal 
intermediary or Medicare administrative 
contractor with sufficient evidence that 
it meets the distance requirement, as 
specified under paragraph (b)(2) of this 
section. 

§ 412.106 [Amended] 

■ 12. Section 412.106 is amended by— 
■ a. In paragraph (b)(2)(i)(B), removing 
the word ‘‘or’’ and adding in its place the 
word ‘‘including’’. 
■ b. In paragraph (b)(2)(iii)(B), removing 
the word ‘‘or’’ and adding in its place the 
word ‘‘including’’. 

§ 412.108 [Amended] 

■ 13. Section 412.108 is amended as 
follows: 
■ a. In paragraph (a)(1) introductory 
text, the phrase ‘‘before October 1, 2011’’ 
is removed and the phrase ‘‘before 
October 1, 2012’’ is added in its place. 
■ b. In paragraph (a)(1)(iii) introductory 
text, the word ‘‘receiving’’ is removed 
and the phrase ‘‘entitled to’’ is added in 
its place. 
■ c. In paragraph (c)(2)(iii) introductory 
text, the phrase ‘‘before October 1, 2011’’ 
is removed and the phrase ‘‘before 
October 1, 2012’’ is added in its place. 
■ 14. Section 412.113 is amended by 
revising paragraph (c)(2)(i)(A) to read as 
follows: 

§ 412.113 Other payments. 

* * * * * 
(c) * * * 
(2)(i) * * * 
(A) The hospital or CAH is located in 

a rural area as defined in § 412.62(f) and 
is not deemed to be located in an urban 
area under the provisions of 
§ 412.64(b)(3). For cost reporting periods 
beginning on or after October 1, 2010, 
the hospital or CAH is either located in 
a rural area as defined in § 412.62(f) and 
is not deemed to be located in an urban 
area under the provisions of 
§ 412.64(b)(3) or the hospital or CAH 
has reclassified as rural under the 
provisions at § 412.103. 
* * * * * 
■ 15. Section 412.211 is amended by 
revising paragraph (c) to read as follows: 

§ 412.211 Puerto Rico rates for Federal 
fiscal year 2004 and subsequent fiscal 
years. 

* * * * * 
(c) Computing the standardized 

amount. CMS computes a Puerto Rico 
standardized amount that is applicable 
to all hospitals located in all areas. The 
applicable percentage change for 
updating the Puerto Rico specific 
standardized amount is as follows: 
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(1) For fiscal year 2004 through fiscal 
year 2009, increased by the applicable 
percentage change specified in 
§ 412.64(d)(1)(ii)(A). 

(2) For fiscal year 2010, increased by 
the market basket index for prospective 
payment hospitals (as defined in 
§ 413.40(a) of this subchapter) for 
hospitals in all areas. 

(3) For fiscal year 2011, increased by 
the applicable percentage change 
specified in § 412.64(d)(1)(iii). 
* * * * * 

§ 412.230 [Amended] 

■ 16. In § 412.230 paragraph (d)(1)(iv)(E) 
is amended by removing the figures ‘‘86’’ 
and ‘‘88’’ adding the figures ‘‘82’’ and 
‘‘84’’ in their place, respectively. 

§ 412.232 [Amended] 

■ 17. In § 412.232, paragraph (c)(3) is 
amended by removing the figure ‘‘88’’ 
and adding the figure ‘‘85’’ in its place. 

§ 412.234 [Amended] 

■ 18. In § 412.234, paragraph (b)(3) is 
amended by removing the figure ‘‘88’’ 
and adding the figure ‘‘85’’ in its place. 
■ 19. Section 412.273 is revised to read 
as follows: 

§ 412.273 Withdrawing an application, 
terminating an approved 3-year 
reclassification, or canceling a previous 
withdrawal or termination. 

(a) Definitions. For purposes of this 
section, the following definitions apply. 

Termination refers to the termination 
of an already existing 3-year MGCRB 
reclassification where such 
reclassification has already been in 
effect for 1 or 2 years, and there are 1 
or 2 years remaining on the 3-year 
reclassification. A termination is 
effective only for the full fiscal year(s) 
remaining in the 3-year period at the 
time the request is received. Requests 
for terminations for part of a fiscal year 
are not considered. 

Withdrawal refers to the withdrawal 
of a 3-year MGCRB reclassification that 
has not yet gone into effect or where the 
MGCRB has not yet issued a decision on 
the application. 

(b) General rule. The MGCRB allows 
a hospital, or group of hospitals, to 
withdraw its application or to terminate 
an already existing 3-year 
reclassification, in accordance with this 
section. 

(c) Timing. (1) A request for 
withdrawal must be received by the 
MGCRB— 

(i) At any time before the MGCRB 
issues a decision on the application; or 

(ii) After the MGCRB issues a 
decision, provided that the request for 
withdrawal is received by the MGCRB 

within 45 days of publication of CMS’ 
annual notice of proposed rulemaking 
concerning changes to the inpatient 
hospital prospective payment system 
and proposed payment rates for the 
fiscal year for which the application has 
been filed. 

(2) A request for termination must be 
received by the MGCRB within 45 days 
of the publication of CMS’ annual notice 
of proposed rulemaking concerning 
changes to the inpatient hospital 
prospective payment system and 
proposed payment rates for the fiscal 
year for which the termination is to 
apply. 

(d) Reapplication within the approved 
3-year period, cancellations of 
terminations and withdrawals, and 
prohibition on overlapping 
reclassification approvals. (1) 
Cancellation of terminations or 
withdrawals. Subject to the provisions 
of this section, a hospital (or group of 
hospitals) may cancel a withdrawal or 
termination in a subsequent year and 
request the MGCRB to reinstate the 
wage index reclassification for the 
remaining fiscal year(s) of the 3-year 
period. (Withdrawals may be cancelled 
only in cases where the MGCRB issued 
a decision on the geographic 
reclassification request.) 

(2) Timing and process of cancellation 
request. Cancellation requests must be 
received in writing by the MGCRB no 
later than the deadline for submitting 
reclassification applications for the 
following fiscal year, as specified in 
§ 412.256(a)(2). 

(3) Reapplications. A hospital may 
apply for reclassification to a different 
area (that is, an area different from the 
one to which it was originally 
reclassified for the 3-year period). If the 
application is approved, the 
reclassification will be effective for 3 
years. Once a 3-year reclassification 
becomes effective, a hospital may no 
longer cancel a withdrawal or 
termination of another 3-year 
reclassification, regardless of whether 
the withdrawal or termination request is 
made within 3 years from the date of the 
withdrawal or termination. 

(4) Termination of existing 3-year 
reclassification. In a case in which a 
hospital with an existing 3-year wage 
index reclassification applies to be 
reclassified to another area, its existing 
3-year reclassification will be 
terminated when a second 3-year wage 
index reclassification goes into effect for 
payments for discharges on or after the 
following October 1. 

(e) Written request only. A request to 
withdraw an application must be made 
in writing to the MGCRB by all hospitals 
that are party to the application. A 

request to terminate an approved 
reclassification must be made in writing 
to the MGCRB by an individual hospital 
or by an individual hospital that is party 
to a group classification. 

(f) Appeal of the MGCRB’s denial of 
a hospital’s request for withdrawal or 
termination, or for cancellation of a 
withdrawal or termination. (1) A 
hospital may file an appeal of the 
MGCRB’s denial of its request for 
withdrawal or termination, or of the 
MGCRB’s denial of its request for a 
cancellation of such withdrawal or 
termination, to the Administrator. The 
appeal must be received within 15 days 
of the date of the notice of the denial. 

(2) Within 20 days of receipt of the 
hospital’s request for appeal, the 
Administrator affirms or reverses the 
denial. 
■ 20. A new § 412.405 is added to read 
as follows: 

§ 412.405 Preadmission services as 
inpatient operating costs under the 
inpatient psychiatric facility prospective 
payment system. 

The prospective payment system 
includes payment for inpatient 
operating costs of preadmission services 
if the inpatient operating costs are for— 

(a) Preadmission services otherwise 
payable under Medicare Part B 
furnished to a beneficiary on the date of 
the beneficiary’s inpatient admission, 
and during the calendar day 
immediately preceding the date of the 
beneficiary’s inpatient admission, to the 
inpatient psychiatric facility that meet 
the following conditions: 

(1) The services are furnished by the 
inpatient psychiatric facility or by an 
entity wholly owned or wholly operated 
by the inpatient psychiatric facility. An 
entity is wholly owned by the inpatient 
psychiatric facility if the inpatient 
psychiatric facility is the sole owner of 
the entity. An entity is wholly operated 
by an inpatient psychiatric facility if the 
inpatient psychiatric facility has 
exclusive responsibility for conducting 
and overseeing the entity’s routine 
operations, regardless of whether the 
inpatient psychiatric facility also has 
policymaking authority over the entity. 

(2) The services are diagnostic 
(including clinical diagnostic laboratory 
tests). 

(3) The services are nondiagnostic 
when furnished on the date of the 
beneficiary’s inpatient admission, the 
services are nondiagnostic when 
furnished on the calendar day preceding 
the date of the beneficiary’s inpatient 
admission and the hospital does not 
demonstrate that such services are 
unrelated to the beneficiary’s inpatient 
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admission, and are not one of the 
following: 

(i) Ambulance services. 
(ii) Maintenance renal dialysis 

services. 
(b) The preadmission services are 

furnished on or after June 25, 2010. 
■ 21. Section 412.503 is amended by— 
■ a. Adding a definition of ‘‘Long-term 
care hospital prospective payment 
system fiscal year’’. 
■ b. Adding a definition of ‘‘Long-term 
care hospital prospective payment 
system payment year’’. 
■ c. Revising paragraph (3) of the 
definition of ‘‘Long-term care hospital 
prospective payment system rate year’’. 

The additions and revision read as 
follows: 

§ 412.503 Definitions. 

* * * * * 
Long-term care hospital prospective 

payment system fiscal year means, 
beginning October 1, 2010, the 12- 
month period of October 1 through 
September 30. 

Long-term care hospital prospective 
payment system payment year means 
the general term that encompasses both 
the definition of ‘‘long-term care 
hospital prospective payment system 
rate year’’ and ‘‘long-term care hospital 
prospective payment system fiscal year’’ 
specified in this section. 

Long-term care hospital prospective 
payment system rate year means— 
* * * * * 

(3) From October 1, 2009 through 
September 30, 2010, the 12-month 
period of October 1 through September 
30. 
* * * * * 

§ 412.521 [Amended] 

■ 22. In paragraph (b)(1) of § 412.521, 
remove the reference ‘‘§ 412.2(c)’’ and 
add in its place the reference 
‘‘§§ 412.2(c)(1) through (c)(4) of this Part 
and § 412.540’’. 
■ 23. Section 412.523 is amended by— 
■ a. Revising paragraph (c)(3)(vi). 
■ b. Adding paragraph (c)(3)(vii). 
■ c. In paragraph (d)(3), removing the 
phrase ‘‘December 29, 2010, and by no 
later than October 1, 2012’’ and adding 
the phrase ‘‘December 29, 2012,’’ in its 
place. 

The revision and addition read as 
follows: 

§ 412.523 Methodology for calculating the 
Federal prospective payment rates. 

* * * * * 
(c) * * * 
(3) * * * 
(vi) For long-term care hospital 

prospective payment system rate year 

beginning October 1, 2009 and ending 
September 30, 2010. (A) The standard 
Federal rate for long-term care hospital 
prospective payment system rate year 
beginning October 1, 2009 and ending 
September 30, 2010 is the standard 
Federal rate for the previous long-term 
care hospital prospective payment 
system rate year updated by 1.74 
percent. The standard Federal rate is 
adjusted, as appropriate, as described in 
paragraph (d) of this section. 

(B) With respect to discharges 
occurring on or after October 1, 2009 
and before April 1, 2010, payments are 
based on the standard Federal rate in 
paragraph (c)(3)(v) of this section 
updated by 2.0 percent. 

(vii) For long-term care hospital 
prospective payment system fiscal year 
beginning October 1, 2010, and ending 
September 30, 2011. The standard 
Federal rate for the long-term care 
hospital prospective payment system 
fiscal year beginning October 1, 2010, 
and ending September 30, 2011, is the 
standard Federal rate for the previous 
long-term care hospital prospective 
payment system rate year updated by 
¥0.49 percent. The standard Federal 
rate is adjusted, as appropriate, as 
described in paragraph (d) of this 
section. 
* * * * * 
■ 24. Section 412.525 is amended by 
revising paragraphs (a)(1) and (a)(2) to 
read as follows: 

§ 412.525 Adjustments to the Federal 
prospective payment. 

(a) * * * 
(1) CMS provides for an additional 

payment to a long-term care hospital if 
its estimated costs for a patient exceed 
the adjusted LTC–MS–DRG payment 
plus a fixed-loss amount. For each long- 
term care hospital prospective payment 
system payment year, as described in 
§ 412.503, CMS determines a fixed-loss 
amount that is the maximum loss that 
a hospital can incur under the 
prospective payment system for a case 
with unusually high costs. 

(2) The fixed-loss amount is 
determined for the long-term care 
hospital prospective payment system 
payment year, as defined in § 412.503, 
using the LTC–MS–DRG relative 
weights that are in effect at the start of 
the applicable long-term care hospital 
prospective payment system payment 
year, as defined in § 412.503. 
* * * * * 

§ 412.529 [Amended] 

■ 25. In § 412.529, paragraphs (c)(2) 
introductory text and (c)(3) introductory 
text are amended by removing the date 

‘‘December 29, 2010’’ and adding in its 
place the date ‘‘December 29, 2012’’ each 
time it appears. 

§ 412.534 [Amended] 

■ 26. Section 412.534 is amended as 
follows: 
■ a. Paragraphs (c)(1) introductory text, 
(c)(1)(i), (c)(1)(ii), (c)(2) introductory 
text, (d)(1) introductory text, (d)(1)(i), 
(d)(2) introductory text, (e)(1) 
introductory text, (e)(1)(i), and (e)(2) 
introductory text are amended by 
removing the date ‘‘October 1, 2010’’ and 
adding in its place the date ‘‘October 1, 
2012’’ each time it appears. 
■ b. Paragraphs (c)(3), (d)(3), (e)(3), 
(h)(4), and (h)(5) are amended by 
removing the date ‘‘July 1, 2010’’ and 
adding in its place the date ‘‘July 1, 
2012’’ each time it appears. 

§ 412.536 [Amended] 

■ 27. In § 412.536, paragraph (a)(2) 
introductory text is amended by 
removing the date ‘‘July 1, 2010’’ and 
adding in its place the date ‘‘July 1, 
2012’’ in its place. 
■ 28. A new § 412.540 is added to read 
as follows: 

§ 412.540 Method of payment for 
preadmission services under the long-term 
care hospital prospective payment system. 

The prospective payment system 
includes payment for inpatient 
operating costs of preadmission services 
that are— 

(a) Otherwise payable under Medicare 
Part B; 

(b) Furnished to a beneficiary on the 
date of the beneficiary’s inpatient 
admission, and during the calendar day 
immediately preceding the date of the 
beneficiary’s inpatient admission, to the 
long-term care hospital, or to an entity 
wholly owned or wholly operated by 
the long-term care hospital; and 

(1) An entity is wholly owned by the 
long-term care hospital if the long-term 
care hospital is the sole owner of the 
entity. 

(2) An entity is wholly operated by a 
long-term care hospital if the long-term 
care hospital has exclusive 
responsibility for conducting and 
overseeing the entity’s routine 
operations, regardless of whether the 
long-term care hospital also has 
policymaking authority over the entity. 

(c) Related to the inpatient stay. A 
preadmission service is related if— 

(1) It is diagnostic (including clinical 
diagnostic laboratory tests); or 

(2) It is nondiagnostic when furnished 
on the date of the beneficiary’s inpatient 
admission; or 

(3) On or after June 25, 2010, it is 
nondiagnostic when furnished on the 
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calendar day preceding the date of the 
beneficiary’s inpatient admission and 
the hospital does not attest that such 
service is unrelated to the beneficiary’s 
inpatient admission. 

(d) Not one of the following— 
(1) Ambulance services. 
(2) Maintenance renal dialysis 

services. 

■ 29. Section 412.604 is amended by— 
■ a. Redesignating paragraph (f) as 
paragraph (g). 
■ b. Adding a new paragraph (f). 

The addition reads as follows: 

§ 412.604 Conditions for payment under 
the prospective payment system for 
inpatient rehabilitation services. 

* * * * * 
(f) The prospective payment system 

includes payment for inpatient 
operating costs of preadmission services 
that are— 

(1) Otherwise payable under Medicare 
Part B; 

(2) Furnished to a beneficiary on the 
date of the beneficiary’s inpatient 
admission, and during the calendar day 
immediately preceding the date of the 
beneficiary’s inpatient admission, to the 
inpatient rehabilitation facility, or to an 
entity wholly owned or wholly operated 
by the inpatient rehabilitation facility; 
and 

(i) An entity is wholly owned by the 
inpatient rehabilitation facility if the 
inpatient rehabilitation facility is the 
sole owner of the entity. 

(ii) An entity is wholly operated by an 
inpatient rehabilitation facility if the 
inpatient rehabilitation facility has 
exclusive responsibility for conducting 
and overseeing the entity’s routine 
operations, regardless of whether the 
inpatient rehabilitation facility also has 
policymaking authority over the entity. 

(3) Related to the inpatient stay. A 
preadmission service is related if— 

(i) It is diagnostic (including clinical 
diagnostic laboratory tests); or 

(ii) It is nondiagnostic when furnished 
on the date of the beneficiary’s inpatient 
admission; or 

(iii) On or after June 25,, 2010, it is 
nondiagnostic when furnished on the 
calendar day preceding the date of the 
beneficiary’s inpatient admission and 
the hospital does not attest that such 
service is unrelated to the beneficiary’s 
inpatient admission. 

(4) Not one of the following— 
(i) Ambulance services. 
(ii) Maintenance renal dialysis 

services. 
* * * * * 

PART 413—PRINCIPLES OF 
REASONABLE COST 
REIMBURSEMENT; PAYMENT FOR 
END-STAGE RENAL DISEASE 
SERVICES; OPTIONAL 
PROSPECTIVELY DETERMINED 
PAYMENT RATES FOR SKILLED 
NURSING FACILITIES 

■ 30. The authority citation for part 413 
continues to read as follows: 

Authority: Secs. 1102, 1812(d), 1814(b), 
1815, 1833(a), (i), and (n), 1861(v), 1871, 
1881, 1883, and 1886 of the Social Security 
Act (42 U.S.C. 1302, 1395d(d), 1395f(b), 
1395g, 1395l(a), (i), and (n), 1395x(v), 
1395hh, 1395rr, 1395tt, and 1395ww); and 
sec. 124 of Pub. L. 106–133 (113 Stat. 1501A– 
332). 

■ 31. Section 413.40 is amended by— 
■ a. Revising paragraph (c)(2) 
introductory text. 
■ b. Revising paragraph (c)(2)(iii). 
■ c. Adding a new paragraph (c)(2)(iv). 

The revision and addition read as 
follows: 

§ 413.40 Ceiling on the rate of increase in 
hospital inpatient costs. 

* * * * * 
(c) * * * 
(2) Preadmission services otherwise 

payable under Medicare Part B 
furnished to a beneficiary on the date of 
the beneficiary’s admission to the 
hospital and during the calendar day 
immediately preceding the date of the 
beneficiary’s admission to the hospital 
that meet the condition specified in 
paragraph (c)(2)(i) of this section and at 
least one of the conditions specified in 
paragraphs (c)(2)(ii) through (c)(2)(iv): 
* * * * * 

(iii) For services furnished on or after 
October 1, 1991 through June 24, 2010, 
the services are furnished in connection 
with the principal diagnosis that 
requires the beneficiary to be admitted 
as an inpatient and are not the 
following: 

(A) Ambulance services. 
(B) Maintenance renal dialysis 

services. 
(iv) Nondiagnostic services furnished 

on or after June 25, 2010, other than 
ambulance services and maintenance 
renal dialysis services, that are 
furnished on the date of the 
beneficiary’s inpatient admission or on 
the calendar day immediately preceding 
the date of the beneficiary’s inpatient 
admission and the hospital does not 
attest that such services are unrelated to 
the beneficiary’s inpatient admission. 
* * * * * 
■ 32. Section 413.70 is amended by— 

■ a. Revising paragraph (b)(3)(i)(A). 
■ b. Revising paragraph (b)(3)(i)(B). 
■ c. Revising paragraph (b)(3)(i)(D). 
■ d. Revise paragraph (b)(3)(ii)(A). 
■ e. Redesignate paragraph (b)(5)(i) as 
(b)(5)(i)(A). 
■ f. In newly redesignated paragraph 
(b)(5)(i)(A), the phrase ‘‘on or after 
December 21, 2000,’’ is removed and the 
phrase ‘‘on or after December 21, 2000 
and on or before December 31, 2003,’’ is 
added in its place. 
■ g. Add a new paragraph (b)(5)(i)(B). 

The revision and addition read as 
follows: 

§ 413.70 Payment for services of a CAH. 

* * * * * 
(b) * * * 
(3) * * * 
(i) * * * 
(A)(1) For cost reporting periods 

beginning before October 1, 2010. The 
election must be made in writing, made 
on an annual basis, and delivered to the 
fiscal intermediary or MAC servicing 
the CAH at least 30 days before the start 
of the cost reporting period for which 
the election is made. An election, once 
made for a cost reporting period, 
remains in effect for all of that period. 

(2) For cost reporting periods 
beginning on or after October 1, 2010. If 
a CAH had elected the method specified 
in paragraph (b)(3)(i) of this section in 
its most recent cost reporting period 
beginning prior to October 1, 2010, that 
election remains in effect for all of that 
period and for all subsequent cost 
reporting periods, unless the CAH 
submits a termination request to the 
fiscal intermediary or MAC servicing 
the CAH at least 30 days before the start 
of the next cost reporting period. 
However, for cost reporting periods 
beginning in October 2010 and 
November 2010, if a CAH wishes to 
terminate its previous election, the CAH 
must submit a termination request to the 
fiscal intermediary or MAC servicing 
the CAH prior to December 1, 2010. If 
a CAH had no election in effect in its 
most recent preceding cost reporting 
period and chooses to elect the method 
specified in paragraph (b)(3)(i) of this 
section on or after October 1, 2010, the 
election must be made in writing and 
delivered to the fiscal intermediary or 
MAC servicing the CAH at least 30 days 
before the start of the first cost reporting 
period for which the election is made. 
Once the election is made, it remains in 
effect for all of that period and for all 
subsequent cost reporting periods 
unless the CAH submits a termination 
request to the fiscal intermediary or 
MAC servicing the CAH at least 30 days 
before the start of the next cost reporting 
period. 
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(B) An election of the payment 
method specified under paragraph 
(b)(3)(i) of this section applies to all 
services furnished to outpatients by a 
physician or other practitioner who has 
reassigned his or her rights to bill for 
those services to the CAH in accordance 
with subpart F of part 424 of this 
chapter. If a physician or other 
practitioner does not reassign his or her 
billing rights to the CAH in accordance 
with subpart F of Part 424 of this 
chapter, payment for the physician’s or 
practitioner’s services furnished to CAH 
outpatients will be made on a fee 
schedule or other applicable basis as 
specified in subpart B of part 414 of this 
subchapter. 
* * * * * 

(D) An election made under paragraph 
(b)(3)(i) of this section is effective as 
provided for under paragraph 
(b)(3)(i)(A) or paragraph (b)(3)(i)(C) of 
this section and does not apply to an 
election that was terminated prior to the 
start of the cost reporting period for 
which it would otherwise apply. 

(ii) * * * 
(A) Effective for cost reporting periods 

beginning on or after January 1, 2004, 
for facility services not including any 
services for which payment may be 
made under paragraph (b)(3)(ii)(B) of 
this section, 101 percent of the 
reasonable costs of the services as 
determined under paragraph (b)(2)(i) of 
this section; and 
* * * * * 

(5) * * * 
(i) * * * 
(B) Effective for cost reporting periods 

beginning on or after January 1, 2004, 
payment for ambulance services 
furnished by a CAH or an entity that is 
owned and operated by a CAH is 101 
percent of the reasonable costs of the 
CAH or the entity in furnishing those 
services, but only if the CAH or the 
entity is the only provider or supplier of 
ambulance services located within a 35- 
mile drive of the CAH or the entity. 
* * * * * 
■ 33. Section 413.75(b) is amended by 
revising the definitions of ‘‘Primary care 
resident’’, and ‘‘Resident’’ to read as 
follows: 

§ 413.75 Direct GME payments: General 
requirements. 

* * * * * 
(b) * * * 
Primary care resident is a resident 

who is enrolled in an approved medical 
residency training program in family 
medicine, general internal medicine, 
general pediatrics, preventive medicine, 
geriatric medicine or osteopathic 
general practice. Effective for cost 

reporting periods beginning on or after 
October 1, 2010, primary care resident 
is a resident who is formally accepted, 
enrolled, and participating in an 
approved medical residency training 
program in family medicine, general 
internal medicine, general pediatrics, 
preventive medicine, geriatric medicine 
or osteopathic general practice. 
* * * * * 

Resident means an intern, resident, or 
fellow who participates in an approved 
medical residency program, including 
programs in osteopathy, dentistry, and 
podiatry, as required in order to become 
certified by the appropriate specialty 
board. Effective for cost reporting 
periods beginning on or after October 1, 
2010, resident means an intern, 
resident, or fellow who is formally 
accepted, enrolled, and participating in 
an approved medical residency 
program, including programs in 
osteopathy, dentistry, and podiatry, as 
required in order to become certified by 
the appropriate specialty board. 
* * * * * 
■ 34. Section 413.85 is amended by— 
■ a. Revising paragraph (c)(2). 
■ b. Revising paragraph (d)(1)(i)(C). 

The revisions read as follows: 

§ 413.85 Cost of approved nursing and 
allied health education activities. 

* * * * * 
(c) * * * 
(2) Enhance the quality of health care 

at the provider; and 
* * * * * 

(d) * * * 
(1) * * * 
(i) * * * 
(C) Enhance the quality of health care 

at the provider. 
* * * * * 

PART 415—SERVICES FURNISHED BY 
PHYSICIANS IN PROVIDERS, 
SUPERVISING PHYSICIANS IN 
TEACHING SETTINGS, AND 
RESIDENTS IN CERTAIN SETTINGS 

■ 35. The authority citation for Part 415 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

■ 36. In § 415.152, the definition of 
‘‘Approved graduate medical education’’ 
is amended by revising paragraph (1) to 
read as follows: 

§ 415.152 Definitions. 

* * * * * 
Approved graduate medical 

education program means one of the 
following: 

(1) A residency program approved by 
the Accreditation Council for Graduate 

Medical Education, by the American 
Osteopathic Association, by the 
Commission on Dental Accreditation of 
the American Dental Association, or by 
the Council on Podiatric Medical 
Education of the American Podiatric 
Medical Association. 
* * * * * 

PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 

■ 37. The authority citation for part 424 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

§ 424.510 [Amended] 

■ 38. In 424.510, paragraph (c), remove 
the reference ‘‘§ 489.13(d)’’ and add the 
reference ‘‘§ 489.13’’ in its place. 

§ 424.520 [Amended] 

■ 39. In 424.520, paragraph (a), remove 
the reference ‘‘§ 489.13(d)’’ and add the 
reference ‘‘§ 489.13’’ in its place. 

PART 440—SERVICES: GENERAL 
PROVISIONS 

■ 40. The authority citation for part 440 
continues to read as follows: 

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302). 

■ 41. Section 440.160 is amended by 
revising paragraph (b)(1) to read as 
follows: 

§ 440.160 Inpatient psychiatric services for 
individuals under age 21. 

* * * * * 
(b) * * * 
(1) A psychiatric hospital that 

undergoes a State survey to determine 
whether the hospital meets the 
requirements for participation in 
Medicare as a psychiatric hospital as 
specified in § 482.60 of this chapter, or 
is accredited by a national organization 
whose psychiatric hospital accrediting 
program has been approved by CMS; or 
a hospital with an inpatient psychiatric 
program that undergoes a State survey 
to determine whether the hospital meets 
the requirements for participation in 
Medicare as a hospital, as specified in 
part 482 of this chapter, or is accredited 
by a national accrediting organization 
whose hospital accrediting program has 
been approved by CMS. 
* * * * * 

PART 441—SERVICES: 
REQUIREMENTS AND LIMITS 
APPLICABLE TO SPECIFIC SERVICES 

■ 42. The authority citation for part 441 
continues to read as follows: 

VerDate Mar<15>2010 17:02 Aug 13, 2010 Jkt 220001 PO 00000 Frm 00378 Fmt 4701 Sfmt 4700 E:\FR\FM\16AUR2.SGM 16AUR2m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 R
U

LE
S

2



50419 Federal Register / Vol. 75, No. 157 / Monday, August 16, 2010 / Rules and Regulations 

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302). 

■ 43. Section 441.151 is amended by 
revising paragraph (a)(2)(i) to read as 
follows: 

§ 441.151 General requirements. 
(a) * * * 
(2) * * * 
(i) A psychiatric hospital that 

undergoes a State survey to determine 
whether the hospital meets the 
requirements for participation in 
Medicare as a psychiatric hospital as 
specified in § 482.60 of this chapter, or 
is accredited by a national organization 
whose psychiatric hospital accrediting 
program has been approved by CMS; or 
a hospital with an inpatient psychiatric 
program that undergoes a State survey 
to determine whether the hospital meets 
the requirements for participation in 
Medicare as a hospital, as specified in 
part 482 of this chapter, or is accredited 
by a national accrediting organization 
whose hospital accrediting program has 
been approved by CMS. 
* * * * * 

PART 482—CONDITIONS OF 
PARTICIPATION FOR HOSPITALS 

■ 44. The authority citation for part 482 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395(hh)). 
■ 45. Section 482.56 is amended by 
revising paragraph (b) to read as follows: 

§ 482.56 Condition of participation: 
Rehabilitation services. 
* * * * * 

(b) Standard: Delivery of services. 
Services must only be provided under 
the orders of a qualified and licensed 
practitioner who is responsible for the 
care of the patient, acting within his or 
her scope of practice under State law, 
and who is authorized by the hospital’s 
medical staff to order the services in 
accordance with hospital policies and 
procedures and State laws. 

(1) All rehabilitation services orders 
must be documented in the patient’s 
medical record in accordance with the 
requirements at § 482.24. 

(2) The provision of care and the 
personnel qualifications must be in 
accordance with national acceptable 
standards of practice and must also 
meet the requirements of § 409.17 of this 
chapter. 
■ 46. Section 482.57 is amended by 
revising paragraph (b)(3) and by adding 
paragraph (b)(4) to read as follows: 

§ 482.57 Condition of participation: 
Respiratory care services. 

* * * * * 

(b) * * * 
(3) Services must only be provided 

under the orders of a qualified and 
licensed practitioner who is responsible 
for the care of the patient, acting within 
his or her scope of practice under State 
law, and who is authorized by the 
hospital’s medical staff to order the 
services in accordance with hospital 
policies and procedures and State laws. 

(4) All respiratory care services orders 
must be documented in the patient’s 
medical record in accordance with the 
requirements at § 482.24. 

PART 485—CONDITIONS OF 
PARTICIPATION: SPECIALIZED 
PROVIDERS 

■ 47. The authority citation for part 485 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395(hh)). 

■ 48. Section 485.610 is amended by 
revising the introductory text of 
paragraph (b) to read as follows: 

§ 485.610 Condition of participation: 
Status and location. 

* * * * * 
(b) Standard: Location in a rural area 

or treatment as rural. The CAH meets 
the requirements of either paragraph 
(b)(1) or (b)(2) of this section or the 
requirements of either (b)(3) or (b)(4) of 
this section. 
* * * * * 

PART 489—PROVIDER AGREEMENTS 
AND SUPPLIER APPROVAL 

■ 49. The authority citation for part 489 
continues to read as follows: 

Authority: Secs. 1102, 1819, 1820(e), 1861, 
1864(m), 1866, 1869, and 1871 of the Social 
Security Act (42 U.S.C. 1302, 1395i–3, 1395x, 
1395aa(m), 1395cc, 1395ff, and 1395hh). 

■ 50. Section 489.1 is revised to read as 
follows: 

§ 489.1 Statutory basis. 
(a) This part implements section 1866 

of the Social Security Act (the Act). 
Section 1866 of the Act specifies the 
terms of provider agreements, the 
grounds for terminating a provider 
agreement, the circumstances under 
which payment for new admissions may 
be denied, and the circumstances under 
which payment may be withheld for 
failure to make timely utilization 
review. The sections of the Act specified 
in paragraphs (a)(1) through (a)(4) of this 
section are also pertinent. 

(1) Section 1861 of the Act defines the 
services covered under Medicare and 
the providers that may be reimbursed 
for furnishing those services. 

(2) Section 1864 of the Act provides 
for the use of State survey agencies to 
ascertain whether certain entities meet 
the conditions of participation. 

(3) Section 1865(a)(1) of the Act 
provides that an entity accredited by a 
national accreditation body found by 
the Secretary to satisfy the Medicare 
conditions of participation, conditions 
for coverage, or conditions of 
certification or requirements for 
participation shall be treated as meeting 
those requirements. Section 1865(a)(2) 
of the Act requires the Secretary to 
consider when making such a finding, 
among other things, the national 
accreditation body’s accreditation 
requirements and survey procedures. 

(4) Section 1871 of the Act authorizes 
the Secretary to prescribe regulations for 
the administration of the Medicare 
program. 

(b) Although section 1866 of the Act 
speaks only to providers and provider 
agreements, the effective date rules in 
this part are made applicable also to the 
approval of suppliers that meet the 
requirements specified in § 489.13. 

(c) Section 1861(o)(7) of the Act 
requires each HHA to provide CMS with 
a surety bond. 
■ 52. Section 489.13 is revised to read 
as follows: 

§ 489.13 Effective date of agreement or 
approval. 

(a) Applicability—(1) General rule. 
Except as provided in paragraph (a)(2) 
of this section, this section applies to 
Medicare provider agreements with, and 
supplier approval of, entities that, as a 
basis for participation in Medicare are 
subject to a determination by CMS on 
the basis of— 

(i) A survey conducted by the State 
survey agency or CMS surveyors; or 

(ii) In lieu of such State survey agency 
or CMS conducted survey, accreditation 
by an accreditation organization whose 
program has CMS approval in 
accordance with section 1865 of the Act 
at the time of the accreditation survey 
and accreditation decision. 

(2) Exceptions. (i) For an agreement 
with a community mental health center 
(CMHC) or a federally qualified health 
center (FQHC), the effective date is the 
date on which CMS accepts a signed 
agreement which assures that the CMHC 
or FQHC meets all Federal 
requirements. 

(ii) A Medicare supplier approval of a 
laboratory is effective only while the 
laboratory has in effect a valid CLIA 
certificate issued under part 493 of this 
chapter, and only for the specialty and 
subspecialty tests it is authorized to 
perform. 
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(b) All health and safety standards are 
met on the date of survey. The 
agreement or approval is effective on the 
date the State agency, CMS, or the CMS 
contractor survey (including the Life 
Safety Code survey, if applicable) is 
completed, or on the effective date of 
the accreditation decision, as 
applicable, if on that date the provider 
or supplier meets all applicable Federal 
requirements as set forth in this chapter. 
(If the agreement or approval is time- 
limited, the new agreement or approval 
is effective on the day following the 
expiration of the current agreement or 
approval.) However, the effective date of 
the agreement or approval may not be 
earlier than the latest of the dates on 
which CMS determines that each 
applicable Federal requirement is met. 
Federal requirements include, but are 
not limited to— 

(1) Enrollment requirements 
established in part 424, subpart P, of 
this chapter. CMS determines, based 
upon its review and verification of the 
prospective provider’s or supplier’s 
enrollment application, the date on 
which enrollment requirements have 
been met; 

(2) The requirements identified in 
§§ 489.10 and 489.12; and 

(3) The applicable Medicare health 
and safety standards, such as the 
applicable conditions of participation, 
the requirements for participation, the 
conditions for coverage, or the 
conditions for certification. 

(c) All health and safety standards are 
not met on the date of survey. If, on the 
date the survey is completed, the 
provider or supplier has failed to meet 
any one of the applicable health and 
safety standards, the following rules 
apply for determining the effective date 
of the provider agreement or supplier 
approval, assuming that no other 
Federal requirements remain to be 
satisfied. However, if other Federal 
requirements remain to be satisfied, 
notwithstanding the provisions of 
paragraphs (c)(1) through (c)(3) of this 
section, the effective date of the 
agreement or approval may not be 
earlier than the latest of the dates on 
which CMS determines that each 
applicable Federal requirement is met. 

(1) For an agreement with an SNF, the 
effective date is the date on which— 

(i) The SNF is in substantial 
compliance (as defined in § 488.301 of 
this chapter) with the requirements for 
participation; and 

(ii) CMS or the State survey agency 
receives from the SNF, if applicable, an 
approvable waiver request. 

(2) For an agreement with, or an 
approval of, any other provider or 
supplier, (except those specified in 

paragraph (a)(2) of this section), the 
effective date is the earlier of the 
following: 

(i) The date on which the provider or 
supplier meets all applicable conditions 
of participation, conditions for coverage, 
or conditions for certification; or, if 
applicable, the date of a CMS-approved 
accreditation organization program’s 
positive accreditation decision, issued 
after the accreditation organization has 
determined that the provider or supplier 
meets all applicable conditions. 

(ii) The date on which a provider or 
supplier is found to meet all conditions 
of participation, conditions for coverage, 
or conditions for certification, but has 
lower-level deficiencies, and— 

(A) CMS or the State survey agency 
receives an acceptable plan of correction 
for the lower-level deficiencies (the date 
of receipt is the effective date regardless 
of when the plan of correction is 
approved); or, if applicable, a CMS- 
approved accreditation organization 
program issues a positive accreditation 
decision after it receives an acceptable 
plan of correction for the lower-level 
deficiencies; or 

(B) CMS receives an approvable 
waiver request (the date of receipt is the 
effective date regardless of when CMS 
approves the waiver request). 

(3) For an agreement with any other 
provider or an approval of any other 
supplier (except those specified in 
paragraph (a)(2) of this section) that is 
found to meet all conditions of 
participation, conditions for coverage, 
or conditions for certification, but has 
lower-level deficiencies and has 
submitted both an approvable plan of 
correction/positive accreditation 
decision and an approvable waiver 
request, the effective date is the later of 
the dates that result when calculated in 
accordance with paragraph (c)(2)(ii)(A) 
or (c)(2)(ii)(B) of this section. 

(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; Program No. 93.774, Medicare— 
Supplementary Medical Insurance Program; 
and Program No. 93.778, Medical Assistance) 

Dated: July 23, 2010. 

Donald M. Berwick, 
Administrator, Centers for Medicare & 
Medicaid Services. 

Dated: July 28, 2010 

Kathleen Sebelius, 
Secretary. 

Note: The following Addendum will not 
appear in the Code of Federal Regulations. 

Addendum—Schedule of Standardized 
Amounts, Update Factors, and Rate-of- 
Increase Percentages Effective With 
Cost Reporting Periods Beginning on or 
After October 1, 2010 

I. Summary and Background 
Several provisions of the Affordable Care 

Act affect the hospital inpatient update for 
both FYs 2010 and 2011. However, due to the 
timing of the passage of the legislation, we 
were unable to address those provisions in 
the FY 2011 IPPS/LTCH PPS proposed rule 
issued in the Federal Register on May 4, 
2010 (75 FR 23852). On June 2, 2010, we 
issued a supplemental proposed rule to the 
FY 2011 IPPS/LTCH PPS proposed rule (75 
FR 30756) to address these provisions. The 
discussion below reflects both the provisions 
of the initial FY 2011 proposed rule and the 
supplemental proposed rule relative to the 
FY 2011 payment rates and factors and any 
public comments that we received on both 
documents. 

In this Addendum, we are setting forth a 
description of the methods and data we used 
to determine the prospective payment rates 
for Medicare hospital inpatient operating 
costs and Medicare hospital inpatient capital- 
related costs for FY 2011 for acute care 
hospitals. In this final rule, we also are 
setting forth the final rate-of-increase 
percentages for updating the target amounts 
for certain hospitals excluded from the IPPS 
for FY 2011. We note that, because certain 
hospitals excluded from the IPPS are paid on 
a reasonable cost basis subject to a rate-of- 
increase ceiling (and not by the IPPS), these 
hospitals are not affected by the figures for 
the standardized amounts, offsets, and 
budget neutrality factors. Therefore, in this 
final rule, we are finalizing the rate-of- 
increase percentages for updating the target 
amounts for certain hospitals excluded from 
the IPPS that are effective for cost reporting 
periods beginning on or after October 1, 
2010. 

In addition, we are setting forth a 
description of the methods and data we used 
to determine the final standard Federal rate 
that will be applicable to Medicare LTCHs for 
FY 2011. 

In general, except for SCHs, MDHs, and 
hospitals located in Puerto Rico, each 
hospital’s payment per discharge under the 
IPPS is based on 100 percent of the Federal 
national rate, also known as the national 
adjusted standardized amount. This amount 
reflects the national average hospital cost per 
case from a base year, updated for inflation. 

Currently, SCHs are paid based on 
whichever of the following rates yields the 
greatest aggregate payment: the Federal 
national rate; the updated hospital-specific 
rate based on FY 1982 costs per discharge; 
the updated hospital-specific rate based on 
FY 1987 costs per discharge; the updated 
hospital-specific rate based on FY 1996 costs 
per discharge; or the updated hospital- 
specific rate based on the FY 2006 costs per 
discharge. 

Under section 1886(d)(5)(G) of the Act, 
MDHs historically have been paid based on 
the Federal national rate or, if higher, the 
Federal national rate plus 50 percent of the 
difference between the Federal national rate 
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and the updated hospital-specific rate based 
on FY 1982 or FY 1987 costs per discharge, 
whichever was higher. However, section 
5003(a)(1) of Public Law 109–171 extended 
and modified the MDH special payment 
provision that was previously set to expire on 
October 1, 2006, to include discharges 
occurring on or after October 1, 2006, but 
before October 1, 2011. Section 3124(a) of the 
Affordable Care Act amended sections 
1886(d)(5)(G)(i) and 1886(d)(5)(G)(ii)(II) of 
the Act to extend the MDH program and 
payment methodology from the end of FY 
2011 to the end of FY 2012, by striking 
‘‘October 1, 2011’’ and inserting ‘‘October 1, 
2012’’. Section 3124(b) of the Affordable Care 
Act also made conforming amendments to 
sections 1886(b)(3)(D)(i) and 1886(b)(3)(D)(iv) 
of the Act. Section 3124(b)(2) of the 
Affordable Care Act also amended section 
13501(e)(2) of OBRA 1993 to extend the 
provision permitting hospitals to decline 
reclassification as an MDH through FY 2012. 
In section IV.G.2. of the preamble to this final 
rule, we are adopting as final the proposed 
changes to § 412.108(a)(1) and (c)(2)(iii) to 
reflect the legislative extension of the MDH 
program for an additional year, through FY 
2012. Under section 5003(b) of Pub. L. 109– 
171, if the change results in an increase to 
an MDH’s target amount, we must rebase an 
MDH’s hospital-specific rates based on its FY 
2002 cost report. Section 5003(c) of Public 
Law 109–171 further required that MDHs be 
paid based on the Federal national rate or, if 
higher, the Federal national rate plus 75 
percent of the difference between the Federal 
national rate and the updated hospital- 
specific rate. Further, based on the provisions 
of section 5003(d) of Public Law 109–171, 
MDHs are no longer subject to the 12-percent 
cap on their DSH payment adjustment factor. 

For hospitals located in Puerto Rico, the 
payment per discharge is based on the sum 
of 25 percent of an updated Puerto Rico- 
specific rate based on average costs per case 
of Puerto Rico hospitals for the base year and 
75 percent of the Federal national rate. (We 
refer readers to section II.D.3. of this 
Addendum for a complete description.) 

As discussed below in section II. of this 
Addendum, we are making changes in the 
determination of the prospective payment 
rates for Medicare inpatient operating costs 
for acute care hospitals for FY 2011. In 
section III. of this Addendum, we discuss our 
policy changes for determining the 
prospective payment rates for Medicare 
inpatient capital-related costs for FY 2011. In 
section IV. of this Addendum, we are setting 
forth our changes for determining the rate-of- 
increase limits for certain hospitals excluded 
from the IPPS for FY 2011. In section V. of 
this Addendum, we are making changes in 
the determination of the standard Federal 
rate for LTCHs under the LTCH PPS for FY 
2011. The tables to which we refer in the 
preamble of this final rule are presented in 
section VI. of this Addendum. 

II. Changes to Prospective Payment Rates for 
Hospital Inpatient Operating Costs for Acute 
Care Hospitals for FY 2011 

The basic methodology for determining 
prospective payment rates for hospital 
inpatient operating costs for acute care 

hospitals for FY 2005 and subsequent fiscal 
years is set forth at § 412.64. The basic 
methodology for determining the prospective 
payment rates for hospital inpatient 
operating costs for hospitals located in Puerto 
Rico for FY 2005 and subsequent fiscal years 
is set forth at §§ 412.211 and 412.212. Below 
we discuss the factors used for determining 
the prospective payment rates for FY 2011. 

In summary, the standardized amounts set 
forth in Tables 1A, 1B, and 1C of section VI. 
of this Addendum reflect— 

• Equalization of the standardized 
amounts for urban and other areas at the 
level computed for large urban hospitals 
during FY 2004 and onward, as provided for 
under section 1886(d)(3)(A)(iv)(II) of the Act. 

• The labor-related share that is applied to 
the standardized amounts and Puerto Rico- 
specific standardized amounts to give the 
hospital the highest payment, as provided for 
under sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act. 

• Updates of 2.35 percent for all areas (that 
is, the estimated full market basket 
percentage increase of 2.6 percent minus 0.25 
percentage points), as required by section 
1886(b)(3)(B)(i) of the Act, as amended by 
sections 3401(a) and10319(a) of the 
Affordable Care Act, and reflecting the 
requirements of section 1886(b)(3)(B)(viii) of 
the Act, as added by section 5001(a)(3) of 
Public Law 109–171, to reduce the applicable 
percentage increase by 2.0 percentage points 
for a hospital that fails to submit data, in a 
form and manner, and at the time specified 
by the Secretary, relating to the quality of 
inpatient care furnished by the hospital. 

• An update of 2.35 percent to the Puerto 
Rico-specific standardized amount (that is, 
the estimated full market basket percentage 
increase of 2.6 percent minus 0.25 percentage 
point), as finalized in the preamble of this 
final rule under § 412.211(c), which states 
that we update the Puerto Rico-specific 
standardized amount using the percentage 
increase specified in § 412.64(d)(1), or the 
percentage increase in the market basket 
index for prospective payment hospitals for 
all areas. 

• An adjustment to the standardized 
amount to ensure budget neutrality for DRG 
recalibration and reclassification, as provided 
for under section 1886(d)(4)(C)(iii) of the Act. 

• An adjustment to ensure the wage index 
changes are budget neutral, as provided for 
under section 1886(d)(3)(E)(i) of the Act. We 
note that section 1886(d)(3)(E)(i) of the Act 
requires that we do not consider the labor- 
related share of 62 percent to compute wage 
index budget neutrality. 

• An adjustment to ensure the effects of 
geographic reclassification are budget 
neutral, as provided for in section 
1886(d)(8)(D) of the Act, by removing the FY 
2010 budget neutrality factor and applying a 
revised factor. 

• An adjustment to ensure the effects of 
the rural community hospital demonstration 
required under section 410A of Public Law 
108–173 as amended by sections 3123 and 
10313 of Public Law 111–148 which extends 
the demonstration for an additional 5 years 
are budget neutral, as required under section 
410A (c)(2) of Public Law 108–173. 

• An adjustment to remove the FY 2010 
outlier offset and apply an offset for FY 2011, 

as provided for in section 1886(d)(3)(B) of the 
Act. 

• As discussed below and in section II.D. 
of the preamble to this final rule, an 
adjustment to meet the requirements of 
section 7(b)(1)(B) of Public Law 110–90 to 
adjust the standardized amounts to offset the 
estimated amount of the increase in aggregate 
payments (including interest) due to the 
effect of documentation and coding that did 
not reflect real changes in case-mix for 
discharges occurring during FY 2008 and FY 
2009. 

We note that, beginning in FY 2008, we 
applied the budget neutrality adjustment for 
the rural floor to the hospital wage indices 
rather than the standardized amount. As we 
did for FY 2010, for FY 2011, we are 
continuing to apply the rural floor budget 
neutrality adjustment to hospital wage 
indices rather than the standardized amount. 
In addition, instead of applying the budget 
neutrality adjustment for the imputed floor 
adopted under section 1886(d)(3)(E) of the 
Act to the standardized amount, for FY 2011, 
we are continuing to apply the imputed floor 
budget neutrality adjustment to the wage 
indices. For this final rule, consistent with 
section 3141 of the Affordable Care Act, 
instead of applying a State level rural floor 
budget neutrality adjustment on the wage 
index, we are restoring the budget neutrality 
adjustment for the rural and imputed floors 
to a uniform, national adjustment, beginning 
with the FY 2011 wage index. 

A. Calculation of the Adjusted Standardized 
Amount 
1. Standardization of Base-Year Costs or 
Target Amounts 

In general, the national standardized 
amount is based on per discharge averages of 
adjusted hospital costs from a base period 
(section 1886(d)(2)(A) of the Act), updated 
and otherwise adjusted in accordance with 
the provisions of section 1886(d) of the Act. 
For Puerto Rico hospitals, the Puerto Rico- 
specific standardized amount is based on per 
discharge averages of adjusted target amounts 
from a base period (section 1886(d)(9)(B)(i) of 
the Act), updated and otherwise adjusted in 
accordance with the provisions of section 
1886(d)(9) of the Act. The September 1, 1983 
interim final rule (48 FR 39763) contained a 
detailed explanation of how base-year cost 
data (from cost reporting periods ending 
during FY 1981) were established for urban 
and rural hospitals in the initial development 
of standardized amounts for the IPPS. The 
September 1, 1987 final rule (52 FR 33043 
and 33066) contains a detailed explanation of 
how the target amounts were determined and 
how they are used in computing the Puerto 
Rico rates. 

Sections 1886(d)(2)(B) and 1886(d)(2)(C) of 
the Act require us to update base-year per 
discharge costs for FY 1984 and then 
standardize the cost data in order to remove 
the effects of certain sources of cost 
variations among hospitals. These effects 
include case-mix, differences in area wage 
levels, cost-of-living adjustments for Alaska 
and Hawaii, IME costs, and costs to hospitals 
serving a disproportionate share of low- 
income patients. 

In accordance with section 1886(d)(3)(E) of 
the Act, the Secretary estimates, from time- 
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to-time, the proportion of hospitals’ costs that 
are attributable to wages and wage-related 
costs. In general, the standardized amount is 
divided into labor-related and nonlabor- 
related amounts; only the proportion 
considered to be the labor-related amount is 
adjusted by the wage index. Section 
1886(d)(3)(E) of the Act requires that 62 
percent of the standardized amount be 
adjusted by the wage index, unless doing so 
would result in lower payments to a hospital 
than would otherwise be made. (Section 
1886(d)(9)(C)(iv)(II) of the Act extends this 
provision to the labor-related share for 
hospitals located in Puerto Rico.) 

For FY 2011, we are continuing to use a 
labor-related share of 68.8 percent for 
discharges occurring on or after October 1, 
2010 for the national standardized amounts 
and 62.1 percent for the Puerto Rico-specific 
standardized amount. Consistent with 
section 1886(d)(3)(E) of the Act, we are 
applying the wage index to a labor-related 
share of 62 percent for all IPPS hospitals 
whose wage index values are less than or 
equal to 1.0000. For all IPPS hospitals whose 
wage indices are greater than 1.0000, we are 
applying the wage index to a labor-related 
share of 68.8 percent of the national 
standardized amount. For FY 2011, all Puerto 
Rico hospitals have a wage index less than 
1.0. Therefore, the national labor-related 
share will always be 62 percent because the 
wage index for all Puerto Rico hospitals is 
less than 1.0. 

For hospitals located in Puerto Rico, we are 
applying a labor-related share of 62.1 percent 
if its Puerto Rico-specific wage index is 
greater than 1.0000. For hospitals located in 
Puerto Rico whose Puerto-Rico specific wage 
index values are less than or equal to 1.0000, 
we are applying a labor share of 62 percent. 

The standardized amounts for operating 
costs appear in Table 1A, 1B, and 1C of the 
Addendum to this final rule. 

2. Computing the Average Standardized 
Amount 

Section 1886(d)(3)(A)(iv)(II) of the Act 
requires that, beginning with FY 2004 and 
thereafter, an equal standardized amount be 
computed for all hospitals at the level 
computed for large urban hospitals during FY 
2003, updated by the applicable percentage 
update. Section 1886(d)(9)(A)(ii)(II) of the 
Act equalizes the Puerto Rico-specific urban 
and rural area rates. Accordingly, we are 
calculating the FY 2011 national and Puerto 
Rico standardized amounts irrespective of 
whether a hospital is located in an urban or 
rural location. 

3. Updating the Average Standardized 
Amount 

In accordance with section 1886(b)(3)(B)(i) 
of the Act, as amended by sections 3401(a) 
and 10319(a) of the Affordable Care Act, we 
are updating the standardized amount for FY 
2011 by the estimated market basket 
percentage increase minus 0.25 percentage 
points for hospitals in all areas. Section 
3401(a)(4) of Pub. L. 111–148 further states 
that this amendment may result in the 
applicable percentage increase being less 
than zero. The percentage increase in the 
market basket reflects the average change in 
the price of goods and services comprising 

routine, ancillary, and special care unit 
hospital inpatient services. Based on IHS 
Global Insight, Inc.’s 2010 second quarter 
forecast of the hospital market basket 
increase (as discussed in Appendix B of this 
final rule), the most recent forecast of the 
hospital market basket increase for FY 2011 
is 2.6 percent. Thus, for FY 2011, the update 
to the average standardized amount is 2.35 
percent for hospitals in all areas (that is, the 
estimated full market basket percentage 
increase of 2.6 percent minus 0.25 percentage 
point). 

Section 1886(b)(3)(B) of the Act specifies 
the applicable percentage increase used to 
update the standardized amount for payment 
for inpatient hospital operating costs. Section 
1886(b)(3)(B)(viii) of the Act, as added by 
section 5001(a)(3) of Public Law 109–171, 
provides for a reduction of 2.0 percentage 
points from the applicable percentage 
increase (the market basket update) for FY 
2007 and each subsequent fiscal year for any 
‘‘subsection (d) hospital’’ that does not submit 
quality data, as discussed in section V.A. of 
the preamble of this final rule. Thus, for 
hospitals that do not submit quality data, the 
estimated update to the operating 
standardized amount is 0.35 percent (that is, 
the adjusted FY 2011 estimate of the market 
basket rate-of-increase of 2.35 percent minus 
2.0 percentage points). The standardized 
amounts in Tables 1A through 1C of section 
VI. of this Addendum reflect these 
differential amounts. 

Section 412.211(c) states that we update 
the Puerto Rico-specific standardized amount 
using the percentage increase specified in 
§ 412.64(d)(1), or the percentage increase in 
the market basket index for prospective 
payment hospitals for all areas. As finalized 
in the preamble to this final rule, we are 
applying the full rate-of-increase in the 
hospital market basket minus 0.25 percentage 
point to the Puerto Rico-specific 
standardized amount. Therefore, the update 
to the Puerto Rico-specific standardized 
amount is also 2.35 percent. 

Although the update factors for FY 2011 
are set by law, we are required by section 
1886(e)(4) of the Act to recommend, taking 
into account MedPAC’s recommendations, 
appropriate update factors for FY 2011 for 
both IPPS hospitals and hospitals and 
hospital units excluded from the IPPS. 
Section 1886(e)(5)(A) of the Act requires that 
we publish our proposed recommendations 
in the Federal Register for public comment. 
Our recommendation on the update factors is 
set forth in Appendix B of this final rule. 

4. Other Adjustments to the Average 
Standardized Amount 

As in the past, we are adjusting the FY 
2011 standardized amount to remove the 
effects of the FY 2010 geographic 
reclassifications and outlier payments before 
applying the FY 2011 updates. We then 
apply budget neutrality offsets for outliers 
and geographic reclassifications to the 
standardized amount based on FY 2011 
payment policies. 

We do not remove the prior year’s budget 
neutrality adjustments for reclassification 
and recalibration of the DRG weights and for 
updated wage data because, in accordance 
with sections 1886(d)(4)(C)(iii) and 

1886(d)(3)(E) of the Act, estimated aggregate 
payments after updates in the DRG relative 
weights and wage index should equal 
estimated aggregate payments prior to the 
changes. If we removed the prior year’s 
adjustment, we would not satisfy these 
conditions. 

Budget neutrality is determined by 
comparing aggregate IPPS payments before 
and after making changes that are required to 
be budget neutral (for example, changes to 
DRG classifications, recalibration of the DRG 
relative weights, updates to the wage index, 
and different geographic reclassifications). 
We include outlier payments in the 
simulations because they may be affected by 
changes in these parameters. 

Similar to last year, because IME Medicare 
Advantage payments are made to IPPS 
hospitals under section 1886(d) of the Act, 
we believe these payments must be part of 
these budget neutrality calculations. 
However, we note that it is not necessary to 
include Medicare Advantage IME payments 
in the outlier threshold calculation or the 
outlier offset to the standardized amount 
because the statute requires that outlier 
payments be not less than 5 percent nor more 
than 6 percent of total ‘‘operating DRG 
payments,’’ which does not include IME and 
DSH payments. In order to account for these 
Medicare Advantage IME payments in 
determining the budget neutrality 
adjustments for this final rule, we identified 
Medicare Advantage claims from IPPS 
teaching hospitals in the MedPAR data. The 
GHO Paid indicator with a value of ‘‘1’’ on the 
MedPAR file indicates that the claim was 
paid by a Medicare Advantage plan (other 
than the IPPS IME payment specified at 
§ 412.105(g)). We note that we also modified 
our method for identifying MA claims from 
IPPS teaching hospitals in the MedPAR data 
pursuant to public comment. We describe 
this modification below in our response to 
that comment. For these Medicare Advantage 
claims from IPPS teaching hospitals, we 
computed a transfer-adjusted CMI by 
provider based on the FY 2009 MS–DRG 
GROUPER Version 27.0 assignment and 
relative weights. We also computed a 
transfer-adjusted CMI for these Medicare 
Advantage claims from IPPS teaching 
hospitals based on the FY 2010 MS–DRG 
GROUPER Version 28.0 assignments and 
relative weights. These transfer-adjusted 
CMIs (and corresponding case counts) were 
used to calculate an IME teaching add-on 
payment in accordance with § 412.105(g). 
The total Medicare Advantage IME payment 
amount was then added to the total Federal 
payment amount for each provider (where 
applicable) in order to account for the 
Medicare Advantage IME payment in 
determining the budget neutrality 
adjustments. We note that we did not include 
Medicare Advantage IME claims when 
estimating outlier payments for providers 
because Medicare Advantage claims are not 
eligible for outlier payments under the IPPS. 

Comment: Commenters noted that it 
appeared CMS had inadvertently included 
approximately 74,000 MA claims submitted 
by teaching hospitals as regular IPPS claims 
instead of identifying these claims as MA 
claims. The commenter explained that these 
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claims lacked an ‘‘HMO Paid’’ designation but 
the only payment made on the claim was the 
IME payment. Therefore, in the commenters 
opinion these claims should have been 
considered MA IME claims for the purpose 
of our calculations. 

Response: We examined the MedPAR file 
and have determined that there are claims 
that do not have a GHO Paid indicator with 
a value of ‘‘1’’ but the IME payment field is 
equal to the DRG payment field. We agree 
with the commenter and included these 
claims in our determination of the total 
Medicare Advantage IME payment amount. 
Specifically, we first searched the MedPAR 
file for all claims with an IME payment 
greater than zero. We then filtered these 
claims for a subset of claims with a GHO Paid 
indicator with a value of ‘‘1’’ or with the IME 
payment field equal to the DRG payment 
field. As mentioned above, we then added 
the total Medicare Advantage IME payment 
amount to the total Federal payment amount 
for each provider (where applicable) in order 
to account for the Medicare Advantage IME 
payment in determining the budget neutrality 
adjustments. 

Comment: Commenters also noted that it is 
likely that CMS included charges for anti 
hemophilic blood factor for the budget 
neutrality adjustments. 

Response: With respect to charges for anti 
hemophilic blood factor, we examined the 
MedPAR and have removed pharmacy 
charges with an indicator of ‘3’ for blood 
clotting with a revenue code of ‘0636’from 
the covered charge field. We also removed 
organ acquisition charges from the covered 
charge field since organ acquisition is a pass 
through payment not paid under the IPPS. 

We finally note that on June 2, 2010, we 
issued a notice that contains the final wage 
indices, hospital reclassifications, payment 
rates, impacts, and other related tables 
effective for the FY 2010 IPPS and RY 2010 
LTCH PPS. The rates, tables, and impacts 
included in the FY 2010 IPPS/LTCH PPS 
notice reflect changes required by or 
resulting from the implementation of several 
provisions from the Affordable Care Act. 
Specifically, sections 3401(a) and 10319(a) of 
the Affordable Care Act amended section 
1886(b)(3)(B)(i) of the Act to set the FY 2010 
applicable percentage increase for IPPS 
hospitals equal to the rate-of-increase in the 
hospital market basket for IPPS hospitals in 
all areas minus a 0.25 percentage point, 
subject to the hospital submitting quality 
information under rules established by the 
Secretary in accordance with section 
1886(b)(3)(B)(viii) of the Act. Section 
1886(b)(3)(B)(i) of the Act establishes the 
applicable percentage increase used for 
annual updates to the Federal rates. Section 
1886(b)(3)(B)(xii)(I) explicitly adjusts the 
applicable percentage for the FY 2010 
Federal rates. Section 3401(p) of the 
Affordable Care Act provides that, 
notwithstanding the previous provisions of 
this section, the amendments made by 
subsections (a), (c) and (d) shall not apply to 
discharges occurring before April 1, 2010. 
When read together, we believe sections 
1886(b)(3)(B)(i) and 1886(b)(3)(B)(xii) of the 
Act and section 3401(p) of the Affordable 
Care Act provide for revised FY 2010 Federal 

rates for the entire fiscal year; however, 
discharges occurring on or after October 1, 
2009 and before April 1, 2010, are not paid 
be based on the updated FY 2010 standard 
Federal rate. When we refer to FY 2010 
payments in the discussion below, these 
payments are modeled for the entire FY 2010 
based on the revised rates consistent with the 
Affordable Care Act. Also, because there 
were no updates to the pre-reclassified wage 
file for FY 2010, when we refer below to the 
pre-reclassified wage data for FY 2010, this 
is the same pre reclassified wage data from 
the FY 2010 IPPS/LTCH PPS final rule. 

a. Recalibration of DRG Weights and Updated 
Wage Index—Budget Neutrality Adjustment 

Section 1886(d)(4)(C)(iii) of the Act 
specifies that, beginning in FY 1991, the 
annual DRG reclassification and recalibration 
of the relative weights must be made in a 
manner that ensures that aggregate payments 
to hospitals are not affected. As discussed in 
section II. of the preamble of this final rule, 
we normalized the recalibrated DRG weights 
by an adjustment factor so that the average 
case weight after recalibration is equal to the 
average case weight prior to recalibration. 
However, equating the average case weight 
after recalibration to the average case weight 
before recalibration does not necessarily 
achieve budget neutrality with respect to 
aggregate payments to hospitals because 
payments to hospitals are affected by factors 
other than average case weight. Therefore, as 
we have done in past years, we are making 
a budget neutrality adjustment to ensure that 
the requirement of section 1886(d)(4)(C)(iii) 
of the Act is met. 

Section 1886(d)(3)(E)(i) of the Act requires 
us to update the hospital wage index on an 
annual basis beginning October 1, 1993. This 
provision also requires us to make any 
updates or adjustments to the wage index in 
a manner that ensures that aggregate 
payments to hospitals are not affected by the 
change in the wage index. Section 
1886(d)(3)(E)(i) of the Act requires that we 
implement the wage index adjustment in a 
budget neutral manner. However, section 
1886(d)(3)(E)(ii) of the Act sets the labor- 
related share at 62 percent for hospitals with 
a wage index less than or equal to 1.0, and 
section 1886(d)(3)(E)(i) of the Act provides 
that the Secretary shall calculate the budget 
neutrality adjustment for the adjustments or 
updates made under that provision as if 
section 1886(d)(3)(E)(ii) of the Act had not 
been enacted. In other words, this section of 
the statute requires that we implement the 
updates to the wage index in a budget neutral 
manner, but that our budget neutrality 
adjustment should not take into account the 
requirement that we set the labor-related 
share for hospitals with indices less than or 
equal to 1.0 at the more advantageous level 
of 62 percent. Therefore, for purposes of this 
budget neutrality adjustment, section 
1886(d)(3)(E)(i) of the Act prohibits us from 
taking into account the fact that hospitals 
with a wage index less than or equal to 1.0 
are paid using a labor-related share of 62 
percent. Consistent with current policy, for 
FY 2011, we are adjusting 100 percent of the 
wage index factor for occupational mix. We 
describe the occupational mix adjustment in 

section III.D. of the preamble of this final 
rule. 

For FY 2011, to comply with the 
requirement that DRG reclassification and 
recalibration of the relative weights be budget 
neutral for the Puerto Rico standardized 
amount and the hospital-specific rates, we 
used FY 2009 discharge data to simulate 
payments and compared aggregate payments 
using the FY 2010 labor-related share 
percentages, the FY 2010 relative weights, 
and the FY 2010 pre-reclassified wage data 
to aggregate payments using the FY 2010 
labor-related share percentages, the FY 2011 
relative weights, and the FY 2010 pre- 
reclassified wage data. Based on this 
comparison, we computed a budget 
neutrality adjustment factor equal to 
0.996731. As discussed in section IV. of this 
Addendum, we apply the DRG 
reclassification and recalibration budget 
neutrality factor of 0.996731 to the hospital- 
specific rates that are to be effective for cost 
reporting periods beginning on or after 
October 1, 2010. 

Comment: One commenter commented 
that CMS’ current methodology for 
reclassifying and recalibrating the DRGs does 
not comport with the statutory requirement 
in section 1886(d)(4)(C)(iii) of the Act. The 
commenter noted that CMS attempts to 
achieve budget neutrality by calculating a 
separate, subsequent budget neutrality factor, 
which it then applies to the standardized 
amount and the HSP, rather than to the DRG 
weights. The commenter further noted that 
CMS has broad discretion in implementing 
the technical details of the Medicare 
program, and the commenter understood the 
rationale for CMS’s methodology. However, 
the commenter maintains that this 
methodology fails to satisfy the express 
directive set forth in section 1886(d)(4)(C)(iii) 
of the Act. The commenter explained that 
section 1886(d)(4)(C)(iii) of the Act provides 
that the annual adjustments to DRG 
classifications and weighting factors must ‘‘be 
made in a manner that assures’’ budget 
neutrality. The commenter believes that the 
statute directs that the budget neutrality 
adjustment and the reclassifications and 
recalibrations themselves are the subject of 
the budget neutrality requirement (instead of 
applying an adjustment factor to the payment 
rates). The commenter asserts that this 
meaning is evident on the face of the statute. 

Response: As stated above, section 
1886(d)(4)(C)(iii) of the Act specifies that, 
beginning in FY 1991, the annual DRG 
reclassification and recalibration of the 
relative weights must be made in a manner 
that ensures that aggregate payments to 
hospitals are not affected. In order to ensure 
budget neutrality, we normalize the 
recalibrated DRG weights by an adjustment 
factor so that the average case weight after 
recalibration is equal to the average case 
weight prior to recalibration. However, 
equating the average case weight after 
recalibration to the average case weight 
before recalibration does not necessarily 
achieve budget neutrality with respect to 
aggregate payments to hospitals because 
payments to hospitals are affected by factors 
other than average case weight. Therefore, we 
make a budget neutrality adjustment to the 
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payment rates to ensure that the requirement 
of section 1886(d)(4)(C)(iii) of the Act is met. 
We believe our methodology of applying the 
DRG reclassification and recalibration budget 
neutrality adjustment to the payment rates is 
the correct interpretation of the statute since 
this ensures that ‘‘aggregate payments to 
hospitals’’ are not affected, which is 
consistent with the statute in section 
1886(d)(4)(C)(iii) of the Act. 

In order to meet the statutory requirements 
that we do not take into account the labor- 
related share of 62 percent when computing 
wage index budget neutrality, it was 
necessary to use a three-step process to 
comply with the requirements that DRG 
reclassification and recalibration of the 
relative weights and the updated wage index 
and labor-related share have no effect on 
aggregate payments for IPPS hospitals. We 
first determined a DRG reclassification and 
recalibration budget neutrality factor of 
0.996731 by using the same methodology 
described above to determine the DRG 
reclassification and recalibration budget 
neutrality factor for the Puerto Rico 
standardized amount and hospital-specific 
rates. Secondly, to compute a budget 
neutrality factor for wage index and labor- 
related share changes, we used FY 2009 
discharge data to simulate payments and 
compared aggregate payments using FY 2011 
relative weights and FY 2010 pre-reclassified 
wage indices, and applied the FY 2010 labor- 
related share of 68.8 percent to all hospitals 
(regardless of whether the hospital’s wage 
index was above or below 1.0) to aggregate 
payments using the FY 2011 relative weights 
and the FY 2011 pre-reclassified wage 
indices, and applied the labor-related share 
for FY 2011 of 68.8 percent to all hospitals 
(regardless of whether the hospital’s wage 
index was above or below 1.0). In addition, 
we applied the DRG reclassification and 
recalibration budget neutrality factor (derived 
in the first step) to the rates that were used 
to simulate payments for this comparison of 
aggregate payments from FY 2010 to FY 
2011. By applying this methodology, we 
determined a budget neutrality factor of 
1.000013 for changes to the wage index. 
Finally, we multiplied the DRG 
reclassification and recalibration budget 
neutrality factor of 0.996731 (derived in the 
first step) by the budget neutrality factor of 
1.000013 for changes to the wage index 
(derived in the second step) to determine the 
DRG reclassification and recalibration and 
updated wage index budget neutrality factor 
of 0.996744. 

b. Reclassified Hospitals—Budget Neutrality 
Adjustment 

Section 1886(d)(8)(B) of the Act provides 
that, effective with discharges occurring on 
or after October 1, 1988, certain rural 
hospitals are deemed urban. In addition, 
section 1886(d)(10) of the Act provides for 
the reclassification of hospitals based on 
determinations by the MGCRB. Under section 
1886(d)(10) of the Act, a hospital may be 
reclassified for purposes of the wage index. 

Under section 1886(d)(8)(D) of the Act, the 
Secretary is required to adjust the 
standardized amount to ensure that aggregate 
payments under the IPPS after 
implementation of the provisions of sections 

1886(d)(8)(B) and (C) and 1886(d)(10) of the 
Act are equal to the aggregate prospective 
payments that would have been made absent 
these provisions. We note that the wage 
index adjustments provided under section 
1886(d)(13) of the Act are not budget neutral. 
Section 1886(d)(13)(H) of the Act provides 
that any increase in a wage index under 
section 1886(d)(13) shall not be taken into 
account ‘‘in applying any budget neutrality 
adjustment with respect to such index’’ under 
section 1886(d)(8)(D) of the Act. To calculate 
the budget neutrality factor for FY 2011, we 
used FY 2009 discharge data to simulate 
payments and compared total IPPS payments 
with FY 2011 relative weights, FY 2011 labor 
share percentages, and FY 2011 wage data 
prior to any reclassifications under sections 
1886(d)(8)(B) and (C) and 1886(d)(10) of the 
Act to total IPPS payments with FY 2011 
relative weights, FY 2011 labor share 
percentages, and FY 2011 wage data after 
such reclassifications. Based on these 
simulations, we calculated an adjustment 
factor of 0.991264 to ensure that the effects 
of these provisions are budget neutral, 
consistent with the statute. 

The FY 2011 budget neutrality adjustment 
factor is applied to the standardized amount 
after removing the effects of the FY 2010 
budget neutrality adjustment factor. We note 
that the FY 2011 budget neutrality 
adjustment reflects FY 2011 wage index 
reclassifications approved by the MGCRB or 
the Administrator. We note that for this final 
rule, as discussed in section III.B. of the 
preamble to this final rule, section 3137(c) of 
Public Law 111–148 resulted in some 
additional hospitals receiving 
reclassifications, or some hospitals receiving 
reclassifications to a different area. These 
reclassifications are included in the 
calculation of reclassification budget 
neutrality. 

c. Rural Floor and Imputed Floor Budget 
Neutrality Adjustment 

We make an adjustment to the wage index 
to ensure that aggregate payments after 
implementation of the rural floor under 
section 4410 of the BBA (Pub. L. 105–33) and 
the imputed floor under § 412.64(h)(4) of the 
regulations are made in a manner that 
ensures that aggregate payments to hospitals 
are not affected. As discussed in section III.B. 
of the preamble of the FY 2009 IPPS final 
rule (73 FR 48570 through 48574), we 
adopted as final State level budget neutrality 
for the rural and imputed floors, effective 
beginning with the FY 2009 wage index. In 
response to the public’s concerns and taking 
into account the potentially significant 
payment cuts that could occur to hospitals in 
some States if we implemented this change 
with no transition, we decided to phase in, 
over a 3-year period, the transition from the 
national rural floor budget neutrality 
adjustment on the wage index to the State 
level rural floor budget neutrality adjustment 
on the wage index. In the FY 2011 IPPS/ 
LTCH PPS proposed rule, in the absence of 
provisions of Public Law 111–148, the 
proposed adjustment would have been 
completely transitioned to the State level 
methodology, such that the wage index that 
was proposed in the FY 2011 IPPS/LTCH 
PPS proposed rule was determined by 

applying 100 percent of the State level 
budget neutrality adjustment. However, 
section 3141 of Public Law 111–148 restores 
the budget neutrality adjustment for the rural 
and imputed floors to a uniform, national 
adjustment, beginning with the FY 2011 
wage index. 

Using the same methodology in prior final 
rules to calculate the national rural and 
imputed floor budget neutrality adjustment 
factor (which was part of the methodology to 
calculate the blended rural and imputed floor 
budget neutrality adjustment factors), to 
determine the wage index adjusted by the 
national rural and imputed floor budget 
neutrality adjustment, we used FY 2009 
discharge data and FY 2011 wage indices to 
simulate IPPS payments. First, we compared 
the national simulated payments without the 
rural and imputed floors applied to national 
simulated payments with the rural and 
imputed floors applied to determine the 
national rural and imputed floor budget 
neutrality adjustment factor of 0.996641. This 
national adjustment was then applied to the 
wage indices to produce a national rural and 
imputed floor budget neutral wage index. 

d. Case-Mix Budget Neutrality Adjustment 

(1) Adjustment to the FY 2011 IPPS 
Standardized Amount 

As stated earlier, beginning in FY 2008, we 
adopted the MS–DRG patient classification 
system for the IPPS to better recognize 
patients’ severity of illness in Medicare 
payment rates. In the FY 2008 IPPS final rule 
with comment period (73 FR 47175 through 
47186), we indicated that we believe the 
adoption of the MS–DRGs had the potential 
to lead to increases in aggregate payments 
without a corresponding increase in actual 
patient severity of illness due to the 
incentives for changes in documentation and 
coding. In that final rule, using the 
Secretary’s authority under section 
1886(d)(3)(A)(vi) of the Act to maintain 
budget neutrality by adjusting the national 
standardized amounts to eliminate the effect 
of changes in documentation and coding that 
do not reflect real change in case-mix, we 
established prospective documentation and 
coding adjustments of ¥1.2 percent for FY 
2008, ¥1.8 percent for FY 2009, and ¥1.8 
percent for FY 2010 (for a total adjustment 
of ¥4.8 percent). On September 29, 2007, 
Public Law 110–90 was enacted. Section 7 of 
Public Law 110–90 included a provision that 
reduces the documentation and coding 
adjustment for the MS–DRG system that we 
adopted in the FY 2008 IPPS final rule with 
comment period to ¥0.6 percent for FY 2008 
and ¥0.9 percent for FY 2009. To comply 
with the provision of section 7(a) of Pub. L. 
110–90, in a final rule that appeared in the 
Federal Register on November 27, 2007 (72 
FR 66886), we changed the IPPS 
documentation and coding adjustment for FY 
2008 to ¥0.6 percent, and revised the FY 
2008 national standardized amounts (as well 
as other payment factors and thresholds) 
accordingly, with these revisions being 
effective as of October 1, 2007. For FY 2009, 
section 7(a) of Public Law 110–90 required a 
documentation and coding adjustment of 
¥0.9 percent instead of the ¥1.8 percent 
adjustment specified in the FY 2008 IPPS 
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final rule with comment period. As required 
by statute, we applied a documentation and 
coding adjustment of ¥0.9 percent to the FY 
2009 IPPS national standardized amounts. 
The documentation and coding adjustments 
established in the FY 2008 IPPS final rule 
with comment period are cumulative. As a 
result, the ¥0.9 percent documentation and 
coding adjustment in FY 2009 was in 
addition to the ¥0.6 percent adjustment in 
FY 2008, yielding a combined effect of ¥1.5 
percent. 

In the FY 2010 IPPS proposed and final 
rules, we discussed our analysis of FY 2008 
claims data which showed an increase in 
case-mix of 2.5 percent due to changes in 
documentation and coding that do not reflect 
real changes in case-mix for discharges 
occurring during FY 2008. For FY 2010, we 
proposed to reduce the average standardized 
amounts under section 1886(d) of the Act in 
FY 2010 by ¥1.9 percent, which represents 
the difference between changes in 
documentation and coding that do not reflect 
real changes in case-mix for discharges 
occurring during FY 2008 and the 
prospective adjustment applied under Public 
Law 110–90. As discussed in section II.D. of 
the preamble of the FY 2010 IPPS final rule, 
after consideration of the public comments 
we received on our analysis and proposals 
presented in the proposed rule, we decided 
to postpone adopting documentation and 
coding adjustments as authorized under 
section 7(a) of Public Law 110–90 and 
section 1886(d)(3)(A)(vi) of the Act until a 
full analysis of FY 2009 case-mix changes 
could be completed. Accordingly, in the FY 
2010 IPPS final rule, for FY 2010, we did not 
apply any additional documentation and 
coding adjustments to the average 
standardized amounts under section 1886(d) 
of the Act. 

As indicated in section II.D.4 in the 
preamble to this final rule, the change due to 
documentation and coding that did not 
reflect real changes in case mix for discharges 
occurring during FY 2008 and FY 2009 
exceeded the ¥0.6 and ¥0.9 percent 
prospective documentation and coding 
adjustment applied under section 7(a) of 
Public Law 110–90 for those 2 years 
respectively by 1.9 percentage points in FY 
2008 and 3.9 percentage points in FY 2009. 
In total, this change exceeded the cumulative 
prospective adjustments by 5.8 percentage 
points. Our actuaries currently estimate that 
this 5.8 percentage point increase resulted in 
an increase in aggregate payments of 
approximately $6.9 billion. We note that 
there may be a need to actuarially adjust the 
recoupment adjustment in FY 2012 to 
accurately reflect accumulated interest. 
Therefore, an aggregate adjustment of ¥5.8 
percent in FYs 2011 and 2012, subject to 
actuarial adjustment to reflect accumulated 
interest, is necessary in order to meet the 
requirements of section 7(b)(1)(B) of Public 
Law 110–90 to adjust the standardized 
amounts for discharges occurring in FYs 
2010, 2011, and/or 2012 to offset the 
estimated amount of the cumulative increase 
in aggregate payments (including interest) in 
FYs 2008 and 2009. We refer the reader to 
section II.D. of the preamble to this final rule 
for more discussion. 

It is often our practice to phase in rate 
adjustments over more than one year in order 
to moderate the effect on rates in any one 
year. Therefore, we are making an adjustment 
in FY 2011 to the standardized amount of 
¥2.9 percent, representing half of the 
aggregate adjustment required under section 
7(b)(1)(B) of Public Law 110–90, for FY 2011. 
As we have previously noted, unlike the 
prospective adjustment to the standardized 
amounts under section 7(b)(1)(A) of Public 
Law 110–90 described earlier, the 
recoupment or repayment adjustment to the 
standardized amounts under section 
7(b)(1)(B) of Public Law 110–90 is not 
cumulative, but would be removed for 
subsequent fiscal years once we have offset 
the increase in aggregate payments for 
discharges for FY 2008 expenditures and FY 
2009 expenditures. We note that we are not 
establishing an adjustment for the further 
implementation of section 7(b)(1)(B) of 
Public Law 110–90 in FY 2012 in this final 
rule. 

(2) Adjustment to the FY 2011 Hospital- 
Specific Rates for SCHs and MDHs 

As discussed in section II.D. of the 
preamble of this final rule, because hospitals 
(SCHs and MDHs) paid based in whole or in 
part on the hospital-specific rate use the 
same MS–DRG system as other hospitals, we 
believe they have the potential to realize 
increased payments from documentation and 
coding changes that do not reflect real 
increases in patients’ severity of illness. 
Under section 1886(d)(3)(A)(vi) of the Act, 
Congress stipulated that hospitals paid based 
on the standardized amount should not 
receive additional payments based on the 
effect of documentation and coding changes 
that do not reflect real changes in case-mix. 
Similarly, we believe that hospitals paid 
based on the hospital-specific rate should not 
have the potential to realize increased 
payments due to documentation and coding 
changes that do not reflect real increases in 
patients’ severity of illness. While we 
continue to believe that section 
1886(d)(3)(A)(vi) of the Act does not provide 
explicit authority for application of the 
documentation and coding adjustment to the 
hospital-specific rates, we believe that we 
have the authority to apply the 
documentation and coding adjustment to the 
hospital-specific rates using our special 
exceptions and adjustment authority under 
section 1886(d)(5)(I)(i) of the Act. 

As discussed in the FY 2010 IPPS/RY 2010 
LTCH PPS proposed rule, based on our 
analysis of FY 2008 claims data, we found 
that, independently for both SCHs and 
MDHs, the change due to documentation and 
coding that did not reflect real changes in 
case-mix for discharges occurring during FY 
2008 slightly exceeded the 2.5 percent result 
discussed earlier, but did not significantly 
differ from that result. 

Therefore, in FY 2010, we proposed to use 
our authority under section 1886(d)(5)(I)(i) of 
the Act to prospectively adjust the hospital- 
specific rates by ¥2.5 percent in FY 2011 for 
our estimated documentation and coding 
effect in FY 2008 that does not reflect real 
changes in case-mix. We also noted that, 
unlike the national standardized rates, the FY 
2010 hospital-specific rates were not 

previously reduced in order to account for 
anticipated changes in documentation and 
coding that do not reflect real changes in 
case-mix resulting from the adoption of the 
MS–DRGs. 

Consistent with our approach for 
determining the national average 
standardized amounts discussed earlier, after 
consideration of the public comments we 
received on our analysis and proposals 
presented in the FY 2010 IPPS proposed rule, 
for FY 2010, we also postponed adoption of 
a documentation and coding adjustment to 
the hospital-specific rate until a full analysis 
of FY 2009 case-mix changes could be 
completed. Accordingly, for FY 2010, we did 
not apply a documentation and coding 
adjustment to the hospital-specific rates. 

As we discuss in section II.D. of the 
preamble of this final rule, because SCHs and 
MDHs use the same DRG system as all other 
hospitals, we believe they have the potential 
to realize increased payments from 
documentation and coding changes that do 
not reflect real increases in patients’ severity 
of illness. Therefore, we believe they should 
be equally subject to a prospective budget 
neutrality adjustment that we are applying 
for adoption of the MS–DRGs to all other 
hospitals. While the findings of the effects of 
documentation and coding are different for 
SCHs/MDHs and other IPPS hospitals, we 
continue to believe that the documentation 
and coding adjustments for all subsection (d) 
hospitals should be the same. We continue to 
believe that this is the appropriate policy so 
as to neither advantage nor disadvantage 
different types of providers. 

As we have also discussed in section II.D 
of the preamble to this final rule, our best 
estimate, based on the most recently 
available data, is that a cumulative 
adjustment of ¥5.4 percent is required to 
eliminate the full effect of the documentation 
and coding changes on future payments. 
Unlike the case of standardized amounts paid 
to IPPS hospitals, we have not made any 
previous adjustments to the hospital specific 
rates paid to SCHs and MDHs to account for 
documentation and coding changes. 
Therefore, the entire ¥5.4 percent 
adjustment remains to be implemented. 
Consequently, in order to maintain 
consistency as far as possible with the 
adjustments applied to IPPS hospitals, we are 
making an adjustment of ¥2.9 percent in FY 
2011 to the hospital-specific rates paid to 
SCHs and MDHs. We believe that this 
adjustment is the most appropriate means to 
take into full account the effect of 
documentation and coding changes on 
payments, and to maintain equity between 
hospitals paid on the basis of different 
prospective rates. 

(3) Adjustment to the FY 2011 Puerto Rico 
Standardized Amount 

As stated in section II.D. of the preamble 
of this final rule, we believe that we have the 
authority to apply the documentation and 
coding adjustment to the Puerto Rico-specific 
standardized amount using our special 
exceptions and adjustment authority under 
section 1886(d)(5)(I)(i) of the Act. Similar to 
SCHs and MDHs that are paid based on the 
hospital-specific rate, we believe that Puerto 
Rico hospitals that are paid based on the 
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Puerto Rico-specific standardized amount 
should not have the potential to realize 
increased payments due to documentation 
and coding changes that do not reflect real 
increases in patients’ severity of illness. In 
the FY 2010 IPPS proposed rule, we 
discussed our analysis of FY 2008 claims 
data for Puerto Rico hospitals, which showed 
that, for Puerto Rico hospitals, the increase 
in payments for discharges occurring during 
FY 2008 due to documentation and coding 
changes that did not reflect real changes in 
case-mix for discharges occurring during FY 
2008 was approximately 1.1 percent. We 
noted that, unlike the national standardized 
rates, the FY 2009 Puerto Rico-specific 
standardized amount was not previously 
reduced in order to account for anticipated 
changes in documentation and coding that do 
not reflect real changes in case-mix resulting 
from the adoption of the MS–DRGs. 
Therefore, for FY 2010, we proposed to use 
our authority under section 1886(d)(5)(I)(i) of 
the Act to adjust the Puerto Rico-specific 
standardized amount by ¥1.1 percent in FY 
2010 to account for the FY 2008 
documentation and coding changes that are 
not due to changes in real case-mix and to 
leave that adjustment in place for subsequent 
fiscal years. 

Consistent with our approach for 
determining the national average 
standardized amounts and hospital-specific 
rates of SCHs and MDHs discussed above, 
after consideration of the public comments 
we received on our analysis and proposals 
presented in the FY 2010 IPPS proposed rule, 
for FY 2010, we also postponed adoption of 
a documentation and coding adjustment to 
the Puerto Rico-specific rates until a full 
analysis of FY 2009 case-mix changes could 
be completed. Accordingly, in the FY 2010 
IPPS final rule, for FY 2010, we did not apply 
a documentation and coding adjustment to 
the Puerto Rico-specific rates. 

As we have noted above, similar to SCHs 
and MDHs, hospitals in Puerto Rico use the 
same DRG system as all other hospitals and 
we believe they have the potential to realize 
increased payments from documentation and 
coding changes that do not reflect real 
increases in patients’ severity of illness. 
Therefore, we believe they should be equally 
subject to a prospective budget neutrality 
adjustment that we are applying for adoption 
of the MS–DRGs to all other hospitals. 

As we have discussed in section II.D. of the 
preamble of this final rule, our best estimate, 
based on the most recently available data, is 
that a cumulative adjustment of ¥2.6 percent 
is required to eliminate the full effect of the 
documentation and coding changes on future 
payments from the Puerto Rico-specific rate. 
Unlike the case of standardized amounts paid 
to IPPS hospitals, we have not made any 
previous adjustments to the hospital-specific 
rates paid to Puerto Rico hospitals to account 
for documentation and coding changes. 
Therefore, the entire ¥2.6 percent 
adjustment remains to be implemented. In 
order to maintain consistency as far as 
possible with the adjustments applied to 
IPPS hospitals but to take into consideration 
the fact that the cumulative impact was 
smaller in Puerto Rico hospitals, we are 
therefore making an adjustment of ¥2.6 

percent in FY 2011 to the Puerto Rico- 
specific rate that accounts for 25 percent of 
payments to Puerto Rico hospitals, with the 
remaining 75 percent based on the national 
standardized amount, which we are adjusting 
as described above. Consequently, the overall 
reduction to rates for Puerto Rico hospitals to 
account for the documentation and coding 
changes will be slightly less than the 
reduction for IPPS hospitals based on 100 
percent of the national standardized amount. 
We note that this ¥2.6 percent prospective 
adjustment would eliminate the full effect of 
the documentation and coding changes on 
future payments from the Puerto Rico- 
specific rate. We believe that this adjustment 
is the most appropriate means to take into 
full account the effect of documentation and 
coding changes on payments, and to 
maintain equity between hospitals paid on 
the basis of different prospective rates. 

e. Rural Community Hospital Demonstration 
Program Adjustment 

As discussed in section IV.K. of the 
preamble to this final rule, section 410A of 
Public Law 108–173 originally required the 
Secretary to establish a demonstration that 
modifes reimbursement for inpatient services 
for up to 15 small rural hospitals. Section 
410A(c)(2) of Public Law 108–173 requires 
that ‘‘[i]n conducting the demonstration 
program under this section, the Secretary 
shall ensure that the aggregate payments 
made by the Secretary do not exceed the 
amount which the Secretary would have paid 
if the demonstration program under this 
section was not implemented.’’ In the May 4, 
2010 FY 2011 IPPS/LTCH PPS proposed rule, 
although we proposed to apply an 
adjustment to the IPPS rates to account for 
the amount by which the costs of the 
demonstration as indicated by the settled 
cost reports beginning in FY 2007 for 
hospitals participating in the demonstration 
during FY 2007 exceeded the amount that 
was identified in the FY 2007 IPPS final rule 
as the budget neutrality offset for 2007, we 
were unable to calculate a numeric 
adjustment to the standardized amount to 
ensure the effects of the rural community 
hospital demonstration are budget neutral. 
This is because we were waiting for settled 
cost reports. In addition, we noted that the 
proposed rule did not account for changes to 
the demonstration required by the Affordable 
Care Act. Specifically, among other things, 
sections 3123 and 10313 of the Affordable 
Care Act extended the demonstration for an 
additional 5 year period, and allow not more 
than 30 hospitals to participate in 20 States 
with low population densities determined by 
the Secretary. (In determining which States 
to include in the expansion, the Secretary is 
required to use the same criteria and data 
that the Secretary used to determine the 
States for purposes of the initial 5-year 
period.) In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule, we proposed to 
adjust the IPPS rate by an amount sufficient 
to account for the added costs of this 
demonstration. We proposed an adjustment 
factor to account for the added costs 
associated with the demonstration for certain 
time periods as a result of the Affordable 
Care Act, as explained at 75 FR 30961 
through 30965, as well as proposed to offset 

the IPPS standardized rate for the added 
costs of the demonstration in FY 2007, 
although we were unable to propose a 
specific numeric adjustment to correspond to 
FY 2007 in the supplemental proposed rule. 

In order to achieve budget neutrality, as 
proposed (except as indicated later in this 
section and elsewhere in the preamble of this 
final rule), we are making an adjustment to 
the national IPPS rates by an amount 
sufficient to account for the added costs of 
this demonstration as described in section 
IV.K of this final rule. In other words, we are 
applying budget neutrality across the 
payment system as a whole rather than 
merely across the participants of this 
demonstration, consistent with past practice. 
We believe that the language of the statutory 
budget neutrality requirement permits the 
agency to implement the budget neutrality 
provision in this manner. The statutory 
language requires that ‘‘aggregate payments 
made by the Secretary do not exceed the 
amount which the Secretary would have paid 
if the demonstration * * * was not 
implemented,’’ but does not identify the 
range across which aggregate payments must 
be held equal. As mentioned in section IV.K 
of the preamble to this final rule, the 
estimated amount for the adjustment to the 
national IPPS rates for FY 2011 is 
$70,483,384. Accordingly, to account for the 
changes to the demonstration required by the 
Affordable Care Act for specific time periods 
as explained in detail in section IV.K of this 
final rule, for FY 2011 we computed a factor 
of 0.999302 for the rural community hospital 
demonstration program adjustment that will 
be applied to the IPPS standardized rate. We 
note that because the settlement process for 
the demonstration hospitals’ third year cost 
reports, that is, for cost reporting periods 
starting in FY 2007, has experienced a delay, 
for the FY 2011 IPPS/LTCH PPS proposed 
rule and the supplemental proposed rule, we 
were unable to state the costs of the 
demonstration corresponding to FY 2007 and 
as a result were unable to propose the 
specific numeric adjustment representing 
this offsetting process that would be applied 
to the national IPPS rates. Due to operational 
issues in the cost report settlement process, 
settled cost reports for the hospitals that 
participated in the demonstration in FY 2007 
are not available in time for this final rule 
either although we expected them to be 
available. Therefore, the estimated 
adjustment to the national IPPS rate in this 
final rule cannot include a component to 
account for these costs. We anticipate that 
this information may be available for the FY 
2012 IPPS/LTCH PPS proposed rule, at 
which time we would include a similar 
proposal. 

f. Outlier Payments 

Section 1886(d)(5)(A) of the Act provides 
for payments in addition to the basic 
prospective payments for ‘‘outlier’’ cases 
involving extraordinarily high costs. To 
qualify for outlier payments, a case must 
have costs greater than the sum of the 
prospective payment rate for the DRG, any 
IME and DSH payments, any new technology 
add-on payments, and the ‘‘outlier threshold’’ 
or ‘‘fixed-loss’’ amount (a dollar amount by 
which the costs of a case must exceed 
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payments in order to qualify for an outlier 
payment). We refer to the sum of the 
prospective payment rate for the DRG, any 
IME and DSH payments, any new technology 
add-on payments, and the outlier threshold 
as the outlier ‘‘fixed-loss cost threshold.’’ To 
determine whether the costs of a case exceed 
the fixed-loss cost threshold, a hospital’s CCR 
is applied to the total covered charges for the 
case to convert the charges to estimated costs. 
Payments for eligible cases are then made 
based on a marginal cost factor, which is a 
percentage of the estimated costs above the 
fixed-loss cost threshold. The marginal cost 
factor for FY 2011 is 80 percent, the same 
marginal cost factor we have used since FY 
1995 (59 FR 45367). 

In accordance with section 
1886(d)(5)(A)(iv) of the Act, outlier payments 
for any year are projected to be not less than 
5 percent nor more than 6 percent of total 
operating DRG payments plus outlier 
payments. We note that the statute requires 
outlier payments to be not less than 5 percent 
nor more than 6 percent of total ‘‘operating 
DRG payments’’ (which does not include IME 
and DSH payments) plus outlier payments. 
When setting the outlier threshold, we 
compute the 5.1 percent target by dividing 
the total operating outlier payments by the 
total operating DRG payments plus outlier 
payments. We do not include any other 
payments such as IME and DSH within the 
outlier target amount. Therefore, it is not 
necessary to include Medicare Advantage 
IME payments in the outlier threshold 
calculation. Section 1886(d)(3)(B) of the Act 
requires the Secretary to reduce the average 
standardized amount by a factor to account 
for the estimated proportion of total DRG 
payments made to outlier cases. Similarly, 
section 1886(d)(9)(B)(iv) of the Act requires 
the Secretary to reduce the average 
standardized amount applicable to hospitals 
located in Puerto Rico to account for the 
estimated proportion of total DRG payments 
made to outlier cases. More information on 
outlier payments may be found on the CMS 
Web site at http://www.cms.hhs.gov/ 
AcuteInpatientPPS/ 
04_outlier.asp#TopOfPage. 

(1) FY 2011 Outlier Fixed-Loss Cost 
Threshold 

The FY 2011 IPPS/LTCH PPS 
supplemental proposed rule contained a 
summary of the provisions from the 
Affordable Care Act that affected the initial 
FY 2011 proposed outlier threshold and then 
specified our proposed revised FY 2011 
outlier threshold (74 FR 30975). The revised 
FY 2011 proposed outlier threshold used the 
same methodology as the initial FY 2011 
proposed outlier threshold but did not repeat 
the entire methodology that was discussed in 
the FY 2011 IPPS/LTCH PPS proposed rule 
(74 FR 24068 through 24069). Below we 
discuss in full the methodology used to 
compute the revised FY 2011 proposed 
outlier threshold. 

For FY 2011, we proposed to continue to 
use the same methodology used for FY 2009 
(73 FR 48763 through 48766) to calculate the 
outlier threshold. Similar to the methodology 
used in the FY 2009 IPPS final rule, for FY 
2011, we proposed to apply an adjustment 
factor to the CCRs to account for cost and 

charge inflation (as explained below). As we 
have done in the past, to calculate the 
proposed FY 2011 outlier threshold, we 
simulated payments by applying FY 2011 
rates and policies using cases from the FY 
2009 MedPAR files. Therefore, in order to 
determine the proposed FY 2011 outlier 
threshold, we inflated the charges on the 
MedPAR claims by 2 years, from FY 2009 to 
FY 2011. 

We proposed to continue to use a refined 
methodology that takes into account the 
lower inflation in hospital charges that are 
occurring as a result of the outlier final rule 
(68 FR 34494), which changed our 
methodology for determining outlier 
payments by implementing the use of more 
current CCRs. Our refined methodology uses 
more recent data that reflect the rate-of- 
change in hospital charges under the new 
outlier policy. 

Using the most recent data available, we 
calculated the 1-year average annualized rate- 
of-change in charges-per-case from the last 
quarter of FY 2008 in combination with the 
first quarter of FY 2009 (July 1, 2008 through 
December 31, 2008) to the last quarter of FY 
2009 in combination with the first quarter of 
FY 2010 (July 1, 2009 through December 31, 
2009). This rate of change was 5.16 percent 
(1.0516) or 10.59 percent (1.1059) over 2 
years. 

As we have done in the past, we 
established the proposed FY 2011 outlier 
threshold using hospital CCRs from the 
December 2009 update to the Provider- 
Specific File (PSF)—the most recent available 
data at the time of the proposed rule. This 
file includes CCRs that reflect 
implementation of the changes to the policy 
for determining the applicable CCRs that 
became effective August 8, 2003 (68 FR 
34494). 

As discussed in the FY 2007 IPPS final rule 
(71 FR 48150), we worked with the Office of 
Actuary to derive the methodology described 
below to develop the CCR adjustment factor. 
For FY 2011, we proposed to continue to use 
the same methodology to calculate the CCR 
adjustment by using the FY 2009 operating 
cost per discharge increase in combination 
with the actual FY 2009 operating market 
basket percentage increase determined by 
IHS Global Insight, Inc., as well as the charge 
inflation factor described above to estimate 
the adjustment to the CCRs. (We note that the 
FY 2009 actual (otherwise referred to as 
‘‘final’’) operating market basket percentage 
increase reflects historical data, whereas the 
published FY 2009 operating market basket 
update factor was based on IHS Global 
Insight, Inc.’s 2008 second quarter forecast 
with historical data through the first quarter 
of 2008. We also note that while the FY 2009 
published operating market basket update 
was based on the FY 2002-based IPPS market 
basket, the actual or ‘‘final’’ market basket 
percentage increase is based on the FY 2006- 
based IPPS market basket. Similarly, the FY 
2009 published capital market basket update 
factor was based on the FY 2002-based 
capital market basket and the actual or ‘‘final’’ 
capital market basket percentage increase is 
based on the FY 2006-based capital market 
basket.) By using the operating market basket 
percentage increase and the increase in the 

average cost per discharge from hospital cost 
reports, we are using two different measures 
of cost inflation. For FY 2011, we determined 
the adjustment by taking the percentage 
increase in the operating costs per discharge 
from FY 2007 to FY 2008 (1.0513) from the 
cost report and dividing it by the final 
operating market basket percentage increase 
from FY 2008 (1.040). This operation 
removes the measure of pure price increase 
(the market basket) from the percentage 
increase in operating cost per discharge, 
leaving the nonprice factors in the cost 
increase (for example, quantity and changes 
in the mix of goods and services). We 
repeated this calculation for 2 prior years to 
determine the 3-year average of the rate of 
adjusted change in costs between the 
operating market basket percentage increase 
and the increase in cost per case from the 
cost report (the FY 2005 to FY 2006 
percentage increase of operating costs per 
discharge of 1.0577 divided by the FY 2006 
final operating market basket percentage 
increase of 1.040, the FY 2006 to FY 2007 
percentage increase of operating costs per 
discharge of 1.0466 divided by FY 2007 final 
operating market basket percentage increase 
of 1.036). For FY 2011, we averaged the 
differentials calculated for FY 2006, FY 2007, 
and FY 2008, which resulted in a mean ratio 
of 1.0127. We multiplied the 3-year average 
of 1.0127 by the FY 2009 final operating 
market basket percentage increase of 1.027, 
which resulted in an operating cost inflation 
factor of 4.00 percent or 1.0400. We then 
divided the operating cost inflation factor by 
the 1-year average change in charges (1.0515) 
and applied an adjustment factor of 0.989016 
to the operating CCRs from the PSF 
(calculation performed on unrounded 
numbers). 

As stated in the FY 2009 IPPS final rule 
(73 FR 48763), we continue to believe it is 
appropriate to apply only a 1-year adjustment 
factor to the CCRs. On average, it takes 
approximately 9 months for a fiscal 
intermediary or MAC to tentatively settle a 
cost report from the fiscal year end of a 
hospital’s cost reporting period. The average 
‘‘age’’ of hospitals’ CCRs from the time the 
fiscal intermediary or the MAC inserts the 
CCR in the PSF until the beginning of FY 
2009 is approximately 1 year. Therefore, as 
stated above, we believe a 1-year adjustment 
factor to the CCRs is appropriate. 

We used the same methodology for the 
capital CCRs and determined the adjustment 
by taking the percentage increase in the 
capital costs per discharge from FY 2007 to 
FY 2008 (1.0800) from the cost report and 
dividing it by the final capital market basket 
percentage increase from FY 2008 (1.015). 
We repeated this calculation for 2 prior years 
to determine the 3-year average of the rate of 
adjusted change in costs between the capital 
market basket percentage increase and the 
increase in cost per case from the cost report 
(the FY 2005 to FY 2006 percentage increase 
of capital costs per discharge of 1.0464 
divided by the FY 2006 final capital market 
basket percentage increase of 1.011, the FY 
2006 to FY 2007 percentage increase of 
capital costs per discharge of 1.0512 divided 
by the FY 2007 final capital market basket 
percentage increase of 1.012). For FY 2011, 
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we averaged the differentials calculated for 
FY 2006, FY 2007, and FY 2008, which 
resulted in a mean ratio of 1.0459. We 
multiplied the 3-year average of 1.0459 by 
the FY 2009 final capital market basket 
percentage increase of 1.014, which resulted 
in a capital cost inflation factor of 6.06 
percent or 1.0606. We then divided the 
capital cost inflation factor by the 1-year 
average change in charges (1.0516) and 
applied an adjustment factor of 1.008534 to 
the capital CCRs from the PSF (calculation 
performed on unrounded numbers). We 
proposed to use the same charge inflation 
factor for the capital CCRs that was used for 
the operating CCRs. The charge inflation 
factor is based on the overall billed charges. 
Therefore, we believe it is appropriate to 
apply the charge factor to both the operating 
and capital CCRs. 

As stated above, for FY 2011, we applied 
the proposed FY 2011 rates and policies 
using cases from the FY 2009 MedPAR files 
in calculating the proposed outlier threshold. 
As discussed in section II.A. of the preamble 
to the FY 2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30975), in accordance 
with section 10324(a) of Public Law 111–148, 
beginning in FY 2011, we created a wage 
index floor of 1.00 for all hospitals located 
in States determined to be frontier States. We 
noted that the frontier State floor adjustments 
will be calculated and applied after rural and 
imputed floor budget neutrality adjustments 
are calculated for all labor market areas, so 
as to ensure that no hospital in a frontier 
State will receive a wage index lesser than 
1.00 due to the rural and imputed floor 
adjustment. In accordance with section 
10324(a) of the Affordable Care Act, the 
frontier State adjustment will not be subject 
to budget neutrality, and will only be 
extended to hospitals geographically located 
within a frontier State. However, for 
purposes of estimating the proposed outlier 
threshold for FY 2011, it was necessary to 
apply this provision by adjusting the wage 
index of those eligible hospitals in a Frontier 
State when calculating the outlier threshold 
that results in outlier payments being 5.1 
percent of total payments for FY 2011. If we 
did not take into account this provision, our 
estimate of total FY 2011 payments would be 
too low, and as a result, our proposed outlier 
threshold would be too high, such that 
estimated outlier payments would be less 
than our projected 5.1 percent of total 
payments. 

Also, in FY 2010, for purposes of 
estimating the proposed outlier threshold, we 
took into account the remaining projected 
case-mix growth when calculating the outlier 
threshold that results in outlier payments 
being 5.1 percent of total payments for FY 
2010. As explained in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 44008), for 
the FY 2010 analysis, we inflated the FY 
2008 claims data by an additional 1.6 percent 
for the additional case-mix growth projected 
to have occurred since FY 2008. If we did not 
take into account the remaining 1.6 percent 
projected case-mix growth, our estimate of 
total FY 2010 payments would have been too 
low, and, as a result, the FY 2010 final outlier 
threshold would have been too high, such 
that estimated outlier payments would be 

less than our projected 5.1 percent of total 
payments. For the proposed rule, we used the 
FY 2009 claims data to calculate the FY 2011 
proposed outlier threshold. Our estimate of 
the cumulative effect of changes in 
documentation and coding due to the 
adoption of the MS–DRGs through FY 2009 
is 5.4 percent, which is already included 
within the claims data (FY 2009 MedPAR 
files) used to calculate the proposed FY 2011 
outlier threshold. Furthermore, we estimated 
that there would be no continued changes in 
documentation and coding in FYs 2010 and 
2011. Therefore, the cumulative effect of 
documentation and coding that has occurred 
is already reflected within the FY 2009 
MedPAR claims data, and we do not believe 
there is any need to inflate FY 2009 claims 
data for any additional case-mix growth 
projected to have occurred since FY 2009. 

Using this methodology, in the 
supplemental proposed rule, we proposed an 
outlier fixed-loss cost threshold for FY 2011 
equal to the prospective payment rate for the 
DRG, plus any IME and DSH payments, and 
any add-on payments for new technology, 
plus $24,165. 

As we did in establishing the FY 2009 
outlier threshold (73 FR 57891), in our 
projection of FY 2011 outlier payments, we 
did not propose to make any adjustments for 
the possibility that hospitals’ CCRs and 
outlier payments may be reconciled upon 
cost report settlement. We continue to 
believe that, due to the policy implemented 
in the June 9, 2003 outlier final rule (68 FR 
34494), CCRs will no longer fluctuate 
significantly and, therefore, few hospitals 
will actually have these ratios reconciled 
upon cost report settlement. In addition, it is 
difficult to predict the specific hospitals that 
will have CCRs and outlier payments 
reconciled in any given year. We also noted 
that reconciliation occurs because hospitals’ 
actual CCRs for the cost reporting period are 
different than the interim CCRs used to 
calculate outlier payments when a bill is 
processed. Our simulations assume that CCRs 
accurately measure hospital costs based on 
information available to us at the time we set 
the outlier threshold. For these reasons, we 
proposed not to make any assumptions about 
the effects of reconciliation on the outlier 
threshold calculation. 

Comment: Many commenters, including 
major hospital associations, noted that CMS 
currently estimates outlier payments in FY 
2010 at 4.7 percent of total payments. The 
commenters commended CMS for making 
refinements such as applying an adjustment 
factor to CCRs when computing the outlier 
threshold but noted that, because CMS is still 
not reaching the 5.1 percent target, there is 
still room for improvement. The commenters 
further stated that although CMS currently 
projects outlier payments in FY 2010 to be 
estimated at 4.7 percent of total payments, 
which is lower than the 5.1 percent target, 
this estimate is based on discharges from a 
prior year (2009) and will likely not reflect 
the actual result. The commenters noted that 
in prior years when CMS provided its 
projected estimate of outlier payments for a 
given fiscal year, once the actual claims were 
available to determine the actual outlier 
payment (in the following fiscal year), the 

estimate declined between 0.2 percent and 
0.3 percent from the projection. 

The commenters also suggested that the 
methodology developed by the CMS Office of 
the Actuary to determine a cost adjustment 
factor to the CCRs (which is then divided by 
the charge adjustment factor) is unnecessarily 
complicated and does not lead to a more 
accurate result. The commenters urged CMS 
to adopt a methodology that uses recent 
historical industry wide average rate of 
change, similar to the methodology used to 
develop the charge inflation factor. Further, 
in addition to recommending that CMS apply 
a cost adjustment to the CCRs based on 
historical data, the commenters suggested 
that the charge adjustment to the CCRs be 
projected over different periods of time, some 
less or more than one year, based on 
variations in hospital fiscal year ends. The 
commenters opposed CMS’s use of the 
December 2009 update of the PSF without 
projecting CCRs over different periods of 
time for purposes of estimating FY 2010 
outlier payments and asserted that CMS’s 
methodology is oversimplified. The 
commenters believed that their methodology 
would more accurately project the decline in 
CCRs. 

The commenters also suggested that if CMS 
did not incorporate their recommended 
changes to the methodology for estimating 
outlier payments, that they would 
recommend incorporating an ‘‘estimate 
adjustment factor’’ into the outlier 
projections. The commenters explained that 
outlier payments have been underpaid in 
every year since 2004. Based on actual 
payments, the commenters estimate that 
underpayment has exceeded 0.24 percent in 
all years. The commenters recommended that 
CMS maintain the outlier threshold at 5.1 
percent but should apply an estimate 
adjustment factor when projecting the outlier 
threshold. The commenters provided an 
example and computed this factor for FY 
2008 and FY 2009 by taking the average 
variance in the actual payment (from the 
annual estimate of maintaining outliers at 5.1 
percent) for FY 2008 and FY 2009 which was 
0.385 percent. Based on this factor, the 
commenters suggest CMS would model the 
threshold to a level of 5.485 percent (5.1 plus 
.385 percent). If CMS were to overpay 
outliers in a specific year, then the 
adjustment would be become negative. The 
commenters stated that this would fulfill the 
statutory requirement in section 
1886(d)(5)(A) of the Act that requires that 
CMS establish thresholds such that outlier 
payments will be projected to achieve at least 
5.1 percent of DRG payments and would 
more closely achieve a result that is fully 
consistent with the statute. 

Response: Commenters to previous rules 
have raised similar concerns regarding our 
estimates of outlier payments. We refer 
readers to a similar discussion in the FY 2008 
final rule (72 FR 47418). As we have 
mentioned in the past, in response to the 
comment that CCRs should be projected over 
different periods of time, it is possible that 
some of the CCRs in the March PSF will be 
used in FY 2009 for actual outlier payments, 
while other CCRs may be one year old. 
Therefore, we apply a 1-year adjustment to 
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the CCRs. With respect to the comment on 
our methodology used to adjust the CCRs, as 
we stated in the FY 2008 IPPS final rule with 
comment period (72 FR 47418), we continue 
to believe this calculation of an adjustment 
to the CCRs is more accurate and stable than 
the commenter’s methodology because it 
takes into account the costs per discharge 
and the market basket percentage increase 
when determining a cost adjustment factor. 
There are times where the market basket and 
the cost per discharge will be constant, while 
other times these values will differ from each 
other, depending on the fiscal year. 
Therefore, as mentioned above, using the 
market basket in conjunction with the cost 
per discharge takes into account two sources 
that measure potential cost inflation and 
ensures a more accurate and stable cost 
adjustment factor. Therefore, we continue to 
believe that our methodology for adjusting 
the cost-to-charge ratios is an appropriate 
method for use in determining the outlier 
threshold. We also note that with respect to 
FY 2009 calculations, we are currently 
projecting FY 2009 payments at an estimate 
of 5.4 percent of overall payments. The 
commenter noted that once actual data is 
available to determine the outlier payment, 
the outlier estimate tends to decline by 0.2 
percent or 0.3 percent. If this trend stays 
constant, it appears the FY 2009 threshold 
would result in an outlier payout very close 
to 5.1 percent according to the commenters. 

With respect to the comment of computing 
an ‘‘estimate adjustment factor’’, our outlier 
policy is intended to reimburse hospitals for 
treating extraordinarily costly cases and, 
under the statute, outlier payments are 
intended to approximate the marginal cost of 
providing care above the outlier fixed-loss 
cost threshold. Any ‘‘estimate adjustment 
factor’’ to the outlier threshold or 
standardized amount in a given year to 
account for ‘‘overpayments’’ or 
‘‘underpayments’’ of outliers in other years 
would result in us making outlier payments 
that were not directly related to the cost of 
furnishing care in extraordinarily costly 
cases. Additionally, when we conduct our 
modeling to determine the outlier threshold, 
we factor all in all payments and policies that 
would affect actual payments for the fiscal 
year at hand (as discussed above, including 
the frontier wage index for FY 2011 and the 
cumulative effect of documentation and 
coding that has occurred that is already 
reflected within the FY 2009 MedPAR claims 
data) in order to ensure accuracy when 
determining outlier payments that are 5.1 
percent of total DRG payments. Including an 
‘‘estimate adjustment factor’’ that is not 
relative to the current fiscal year does not 
lend greater accuracy to the estimate of 
payments that are 5.1 percent of total DRG 
payments. Finally, consistent with the policy 
and statutory interpretation we have 
maintained since the inception of the IPPS, 
we do not make retroactive adjustments to 
outlier payments to ensure that total outlier 
payments in a past year are equal to 5.1 
percent of total DRG payments. In short, we 
believe our outlier policies are consistent 
with the statute and the goals of the 
prospective payment system. 

Comment: One commenter was concerned 
that CMS did not include outlier 

reconciliations in developing the outlier 
threshold. The commenter requested that 
CMS disclose in the final rule and future 
proposed and final IPPS rules the amount of 
money it has recovered through 
reconciliation. The commenter explained 
that this information will allow others to 
comment specifically on how this provision 
would impact the threshold. 

Response: We thank the commenter for 
their concern regarding not including outlier 
reconciliation within the development of the 
outlier threshold. However, as stated above, 
we continue to believe that, due to the policy 
implemented in the June 9, 2003 outlier final 
rule (68 FR 34494), CCRs will no longer 
fluctuate significantly and, therefore, few 
hospitals will actually have these ratios 
reconciled upon cost report settlement. In 
addition, it is difficult to predict the specific 
hospitals that will have CCRs and outlier 
payments reconciled in any given year. We 
also noted that reconciliation occurs because 
hospitals’ actual CCRs for the cost reporting 
period are different than the interim CCRs 
used to calculate outlier payments when a 
bill is processed. Our simulations assume 
that CCRs accurately measure hospital costs 
based on information available to us at the 
time we set the outlier threshold. For these 
reasons, we proposed and are finalizing our 
policy not to make any assumptions about 
the effects of reconciliation on the outlier 
threshold calculation. 

Comment: Commenters noted that it 
appears CMS has inadvertently included 
approximately 74,000 MA claims submitted 
by teaching hospitals, which appear in the 
MedPAR file when hospitals submit no-pay 
bills for purposes of IME payment. The 
commenter explained that these claims 
lacked an ‘‘HMO Paid’’ designation but the 
only payment made on the claim was the 
IME payment. The commenter recommended 
that CMS exclude these claims from the 
outlier threshold calculation since they are 
not paid under the IPPS. 

Commenters also noted that it is likely that 
CMS included charges for anti hemophilic 
blood factor, which are paid separately under 
the IPPS. The commenter further noted that 
in the FY 2010 IPPS/LTCH PPS final rule, 
CMS agreed that the clotting factor issue was 
a problem and CMS stated it would seek a 
solution in future years. The commenter 
requested that CMS disclose if a solution has 
been determined. 

Response: We examined the MedPAR file 
and have determined that there are claims 
that do not have a GHO Paid indicator with 
a value of ‘‘1’’ but the IME payment field is 
equal to the DRG payment field. We agree 
with the commenter and have excluded 
claims from the outlier calculation that have 
a GHO Paid indicator with a value of ‘‘1’’ or 
do not have a GHO Paid indicator with a 
value of ‘‘1’’ but do have an IMEPAY filed 
equal to the DRGPAY field since these are 
probably MA claims that are likely not paid 
under the IPPS and therefore would not incur 
an outlier payment. 

With respect to charges for anti hemophilic 
blood factor, we examined the MedPAR and 
have removed pharmacy charges with an 
indicator of ‘‘3’’ for blood clotting with a 
revenue code of ‘‘0636’’from the covered 

charge field. We also removed organ 
acquisition charges from the covered charge 
field since organ acquisition is a pass through 
payment not paid under the IPPS. 

Because we are not making any changes to 
our methodology for this final rule, for FY 
2011, we are using the same methodology we 
proposed to calculate the outlier threshold. 

Using the most recent data available, we 
calculated the 1-year average annualized rate- 
of-change in charges-per-case from the first 
quarter of FY 2009 in combination with the 
second quarter of FY 2009 (October 1, 2008 
through March 31, 2009) to the first quarter 
of FY 2010 in combination with the second 
quarter of FY 2010 (October 1, 2009 through 
March 31, 2010). This rate of change was 
4.8257 percent (1.048257) or 9.8843 percent 
(1.098843) over 2 years. 

As we have done in the past, we 
established the final FY 2011 outlier 
threshold using hospital CCRs from the 
March 2010 update to the Provider-Specific 
File (PSF)—the most recent available data at 
the time of this final rule. This file includes 
CCRs that reflect implementation of the 
changes to the policy for determining the 
applicable CCRs that became effective August 
8, 2003 (68 FR 34494). 

For FY 2010, we calculated the CCR 
adjustment by using the operating cost per 
discharge increase in combination with the 
actual FY 2009 operating market basket 
percentage increase determined by IHS 
Global Insight, Inc., as well as the charge 
inflation factor described above to estimate 
the adjustment to the CCRs. (We note that the 
FY 2009 actual—otherwise referred to as 
‘‘final’’—operating market basket percentage 
increase reflects historical data, whereas the 
published FY 2009 operating market basket 
update factor was based on IHS Global 
Insight, Inc.’s 2008 second quarter forecast 
with historical data through the first quarter 
of 2008. We also note that while the FY 2009 
published operating market basket update 
was based on the FY 2002-based IPPS market 
basket, the actual or ‘‘final’’ market basket 
percentage increase is based on the FY 2006- 
based IPPS market basket. Similarly, the FY 
2009 published capital market basket update 
factor was based on the FY 2002-based 
capital market basket and the actual or ‘‘final’’ 
capital market basket percentage increase is 
based on the FY 2006-based capital market 
basket.) By using the operating market basket 
percentage increase and the increase in the 
average cost per discharge from hospital cost 
reports, we are using two different measures 
of cost inflation. For FY 2011, we determined 
the adjustment by taking the percentage 
increase in the operating costs per discharge 
from FY 2007 to FY 2008 (1.0511) from the 
cost report and dividing it by the final 
operating market basket percentage increase 
from FY 2008 (1.040). This operation 
removes the measure of pure price increase 
(the market basket) from the percentage 
increase in operating cost per discharge, 
leaving the nonprice factors in the cost 
increase (for example, quantity and changes 
in the mix of goods and services). We 
repeated this calculation for 2 prior years to 
determine the 3-year average of the rate of 
adjusted change in costs between the 
operating market basket percentage increase 
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21 These figures represent 3.0 standard deviations 
from the mean of the log distribution of CCRs for 
all hospitals. 

and the increase in cost per case from the 
cost report (the FY 2005 to FY 2006 
percentage increase of operating costs per 
discharge of 1.0574 divided by the FY 2006 
final operating market basket percentage 
increase of 1.040, the FY 2006 to FY 2007 
percentage increase of operating costs per 
discharge of 1.0464 divided by FY 2007 final 
operating market basket percentage increase 
of 1.036). For FY 2011, we averaged the 
differentials calculated for FY 2006, FY 2007, 
and FY 2008, which resulted in a mean ratio 
of 1.0125. We multiplied the 3-year average 
of 1.0125 by the FY 2009 final operating 
market basket percentage increase of 1.026, 
which resulted in an operating cost inflation 
factor of 3.88 percent or 1.0388. We then 
divided the operating cost inflation factor by 
the 1-year average change in charges 
(1.048257) and applied an adjustment factor 
of 0.990983 to the operating CCRs from the 
PSF (calculation performed on unrounded 
numbers). 

We used the same methodology for the 
capital CCRs and determined the adjustment 
by taking the percentage increase in the 
capital costs per discharge from FY 2007 to 
FY 2008 (1.0813) from the cost report and 
dividing it by the final capital market basket 
percentage increase from FY 2008 (1.015). 
We repeated this calculation for 2 prior years 
to determine the 3-year average of the rate of 
adjusted change in costs between the capital 
market basket percentage increase and the 
increase in cost per case from the cost report 
(the FY 2005 to FY 2006 percentage increase 
of capital costs per discharge of 1.0470 
divided by the FY 2006 final capital market 
basket percentage increase of 1.011, the FY 
2006 to FY 2007 percentage increase of 
capital costs per discharge of 1.0504 divided 
by the FY 2007 final capital market basket 
percentage increase of 1.013). For FY 2011, 
we averaged the differentials calculated for 
FY 2006, FY 2007, and FY 2008, which 
resulted in a mean ratio of 1.0459. We 
multiplied the 3-year average of 1.0459 by 
the FY 2009 final capital market basket 
percentage increase of 1.014, which resulted 
in a capital cost inflation factor of 6.06 
percent or 1.0606. We then divided the 
capital cost inflation factor by the 1-year 
average change in charges (1.048257) and 
applied an adjustment factor of 1.011768 to 
the capital CCRs from the PSF (calculation 
performed on unrounded numbers). We are 
using the same charge inflation factor for the 
capital CCRs that was used for the operating 
CCRs. The charge inflation factor is based on 
the overall billed charges. Therefore, we 
believe it is appropriate to apply the charge 
factor to both the operating and capital CCRs. 

As stated above, for FY 2011, we applied 
the FY 2011 rates and policies using cases 
from the FY 2009 MedPAR files in 
calculating the final outlier threshold. As 
discussed in section II.B.3. of the preamble 
to this final rule, in accordance with section 
10324(a) of Public Law 111–148, beginning 
in FY 2011, we created a wage index floor 
of 1.00 for all hospitals located in States 
determined to be Frontier States. We noted 
that the Frontier State floor adjustments will 
be calculated and applied after rural and 
imputed floor budget neutrality adjustments 
are calculated for all labor market areas, so 

as to ensure that no hospital in a Frontier 
State will receive a wage index lesser than 
1.00 due to the rural and imputed floor 
adjustment. In accordance with section 
10324(a) of the Affordable Care Act, the 
frontier State adjustment will not be subject 
to budget neutrality, and will only be 
extended to hospitals geographically located 
within a frontier State. However, for 
purposes of estimating the final outlier 
threshold for FY 2011, it was necessary to 
apply this provision by adjusting the wage 
index of those eligible hospitals in a Frontier 
State when calculating the outlier threshold 
that results in outlier payments being 5.1 
percent of total payments for FY 2011. If we 
did not take into account this provision, our 
estimate of total FY 2011 payments would be 
too low, and as a result, our final outlier 
threshold would be too high, such that 
estimated outlier payments would be less 
than our projected 5.1 percent of total 
payments. 

Also, in FY 2010, for purposes of 
estimating the final outlier threshold, we 
took into account the remaining projected 
case-mix growth when calculating the outlier 
threshold that results in outlier payments 
being 5.1 percent of total payments for FY 
2010. As explained in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 44008), for 
the FY 2010 analysis, we inflated the FY 
2008 claims data by an additional 1.6 percent 
for the additional case-mix growth projected 
to have occurred since FY 2008. If we did not 
take into account the remaining 1.6 percent 
projected case-mix growth, our estimate of 
total FY 2010 payments would have been too 
low, and, as a result, the FY 2010 final outlier 
threshold would have been too high, such 
that estimated outlier payments would be 
less than our projected 5.1 percent of total 
payments. For the final rule, we used the FY 
2009 claims data to calculate the FY 2011 
final outlier threshold. Our estimate of the 
cumulative effect of changes in 
documentation and coding due to the 
adoption of the MS–DRGs through FY 2009 
is 5.4 percent, which is already included 
within the claims data (FY 2009 MedPAR 
files) used to calculate the final FY 2011 
outlier threshold. Furthermore, we estimate 
that there would be no continued changes in 
documentation and coding in FYs 2010 and 
2011. Therefore, the cumulative effect of 
documentation and coding that has occurred 
is already reflected within the FY 2009 
MedPAR claims data, and we do not believe 
there is any need to inflate FY 2009 claims 
data for any additional case-mix growth 
projected to have occurred since FY 2009. 

Using this methodology, we calculated a 
final outlier fixed-loss cost threshold for FY 
2011 equal to the prospective payment rate 
for the DRG, plus any IME and DSH 
payments, and any add-on payments for new 
technology, plus $23,075. 

We note that the final threshold is lower 
than the proposed outlier threshold in the FY 
2011 IPPS/LTCH PPS supplemental proposed 
rule (and is similar to the estimate of the 
outlier threshold calculated by the 
commenters above). We believe that the 
increase in the market basket from 2.15 
percent in the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (that is, the 

estimated full market basket percentage 
increase of 2.4 percent minus 0.25 percentage 
point) to 2.35 percent for this final rule (that 
is, the estimated full market basket 
percentage increase of 2.6 percent minus 0.25 
percentage point) contributed to a lower final 
fixed loss outlier threshold for FY 2011. 
Specifically, adding an extra 0.2 percent to 
the standardized amount increases funds to 
typical cases and requires that we lower the 
outlier threshold to increase the amount of 
atypical cases in order to reach the 5.1 
percent target. 

(2) Other Changes Concerning Outliers 

As stated in the FY 1994 IPPS final rule (58 
FR 46348), we establish an outlier threshold 
that is applicable to both hospital inpatient 
operating costs and hospital inpatient 
capital-related costs. When we modeled the 
combined operating and capital outlier 
payments, we found that using a common 
threshold resulted in a lower percentage of 
outlier payments for capital-related costs 
than for operating costs. We project that the 
thresholds for FY 2011 will result in outlier 
payments that will equal 5.1 percent of 
operating DRG payments and 5.96 percent of 
capital payments based on the Federal rate. 

In accordance with section 1886(d)(3)(B) of 
the Act, we are reducing the FY 2011 
standardized amount by the same percentage 
to account for the projected proportion of 
payments paid as outliers. 

The outlier adjustment factors that would 
be applied to the standardized amount based 
on the FY 2011 outlier threshold are as 
follows: 

Operating 
standard-

ized 
amounts 

Capital 
Federal 

rate 

National ............. 0.948999 0.940415 
Puerto Rico ....... 0.948079 0.918951 

We are applying apply the outlier 
adjustment factors to the FY 2011 rates after 
removing the effects of the FY 2010 outlier 
adjustment factors on the standardized 
amount. 

To determine whether a case qualifies for 
outlier payments, we apply hospital-specific 
CCRs to the total covered charges for the 
case. Estimated operating and capital costs 
for the case are calculated separately by 
applying separate operating and capital 
CCRs. These costs are then combined and 
compared with the outlier fixed-loss cost 
threshold. 

Under our current policy at § 412.84, for 
hospitals for which the fiscal intermediary or 
MAC computes operating CCRs greater than 
1.175 or capital CCRs greater than 0.159, or 
hospitals for which the fiscal intermediary or 
MAC is unable to calculate a CCR (as 
described at § 412.84(i)(3) of our regulations), 
we use statewide average CCRs to determine 
whether a hospital qualifies for outlier 
payments.21 Table 8A in this Addendum 
contains the statewide average operating 
CCRs for urban hospitals and for rural 
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hospitals for which the fiscal intermediary or 
MAC is unable to compute a hospital-specific 
CCR within the above range. Effective for 
discharges occurring on or after October 1, 
2010, these statewide average ratios would 
replace the ratios published in the IPPS final 
rule for FY 2010 (74 FR 44159). Table 8B in 
this Addendum contains the comparable 
statewide average capital CCRs. Again, the 
CCRs in Tables 8A and 8B would be used 
during FY 2011 when hospital-specific CCRs 
based on the latest settled cost report are 
either not available or are outside the range 
noted above. Table 8C contains the statewide 
average total CCRs used under the LTCH PPS 
as discussed in section V. of this Addendum. 

We finally note that we published a 
manual update (Change Request 3966) to our 
outlier policy on October 12, 2005, which 
updated Chapter 3, Section 20.1.2 of the 
Medicare Claims Processing Manual. The 
manual update covered an array of topics, 
including CCRs, reconciliation, and the time 
value of money. We encourage hospitals that 
are assigned the statewide average operating 
and/or capital CCRs to work with their fiscal 
intermediary or MAC on a possible 
alternative operating and/or capital CCR as 
explained in Change Request 3966. Use of an 
alternative CCR developed by the hospital in 
conjunction with the fiscal intermediary or 
MAC can avoid possible overpayments or 
underpayments at cost report settlement, 
thus ensuring better accuracy when making 
outlier payments and negating the need for 
outlier reconciliation. We also note that a 
hospital may request an alternative operating 
or capital CCR ratio at any time as long as 
the guidelines of Change Request 3966 are 
followed. To download and view the manual 
instructions on outlier and CCRs, we refer 
readers to CMS Web site: http:// 
www.cms.hhs.gov/manuals/downloads/ 
clm104c03.pdf. 

(3) FY 2009 and FY 2010 Outlier Payments 

In the FY 2010 IPPS final rule (74 FR 
44012), we stated that, based on available 
data, we estimated that actual FY 2009 
outlier payments would be approximately 5.4 
percent of actual total DRG payments. This 
estimate was computed based on simulations 
using the FY 2008 MedPAR file (discharge 
data for FY 2008 claims). That is, the 
estimate of actual outlier payments did not 
reflect actual FY 2009 claims, but instead 
reflected the application of FY 2009 rates and 
policies to available FY 2008 claims. 

Our current estimate, using available FY 
2009 claims data, is that actual outlier 
payments for FY 2009 were approximately 
5.3 percent of actual total DRG payments. 
Thus, the data indicate that, for FY 2009, the 
percentage of actual outlier payments relative 
to actual total payments is higher than we 
projected for FY 2009. Consistent with the 
policy and statutory interpretation we have 
maintained since the inception of the IPPS, 
we do not plan to make retroactive 
adjustments to outlier payments to ensure 
that total outlier payments for FY 2009 are 
equal to 5.1 percent of total DRG payments. 

We currently estimate that actual outlier 
payments for FY 2010 will be approximately 
4.7 percent of actual total DRG payments, 
approximately 0.4 percentage points lower 
than the 5.1 percent we projected when 

setting the outlier policies for FY 2010. This 
estimate of 4.7 percent is based on 
simulations using the FY 2009 MedPAR file 
(discharge data for FY 2009 claims). 

Comment: Commenters requested that 
CMS clarify and review how the actual 
outlier payments for FY 2009, as reported in 
the proposed rule, were calculated. The 
commenters noted that in the proposed rule, 
CMS indicated that the actual outlier 
payments for FY 2009 will be 5.3 percent of 
actual DRG payments. However, the 
commenter performed their own analysis 
using payment information in the MedPAR 
and concluded that actual outlier payments 
for FY 2009 would be 4.9 percent of actual 
DRG payments. The commenter 
recommended that CMS determine the FY 
2009 outlier payment percentage using a data 
element that they asserted represented actual 
payments rather than using a modeled 
estimate of actual payments. The commenter 
also noted that, while they differed on the FY 
2009 estimate, they were able to match the 
FY 2010 and FY 2011 outlier percentages we 
published in the proposed rule. 

Response: We believe that modeling the 
estimated actual payments for FY 2009 is a 
reasonable approach to approximating the 
outlier payment percentage for FY 2009. In 
modeling the FY 2009 payments we use the 
same programming approach used in 
determining the FY 2010 and FY 2011 outlier 
payment percentages. We continue to believe 
that our modeling approach is sound; we 
note that the commenters were able to match 
our published percentages for FY 2010 and 
2011 using their own models,. In calculating 
the estimated FY 2009 outlier payment 
percentage we use the FY 2009 payment 
rates, rules and factors and the latest update 
of the FY 2009 MedPAR file. This is 
consistent with our approach for the rate 
setting for FY 2011 (which also models the 
FY 2010 payments for use in the FY 2011 rate 
setting). Although the MedPAR file contains 
a field labeled the DRG PRICE that represents 
the actual amounts paid to hospitals by 
claim, we believe that modeling enhances the 
completeness and the accuracy of our 
estimates of actual payments. While accurate 
at the time the MedPAR file is constructed, 
claims can be cancelled, edited and 
resubmitted to NCH after the MedPAR file is 
built, and therefore the payment field shown 
on MedPAR is subject to change and does not 
necessarily represent the final payment on 
that claim. Additionally, various payment 
exceptions under the IPPS such as the 
hospital specific rate payment adjustment for 
Sole Community Hospitals and Medicare 
Dependant Hospitals complicate the use of 
the payment field shown on the MedPAR 
file. PRICER, the IPPS payment software, 
calculates payments on a claim by claim 
basis and consequently claims may be paid 
on either the federal rate or the hospital 
specific rate depending on which produces a 
greater payment; the payments to these 
hospitals are not finalized until the cost 
report settlement and at that time must either 
be based on one hundred percent of either 
the hospital specific amount or the federal 
amount. Due to these additional concerns, 
the DRG PRICE field would also only 
generate an estimate, rather than an actual, 

amount of outlier payments. For these 
reasons, we continue to believe that 
modeling is an acceptable and accurate 
approach to estimating the outlier payment 
percentage in a given year. We also note that 
our model has been replicated by the 
commenters. 

5. FY 2011 Standardized Amount 

The adjusted standardized amount is 
divided into labor-related and nonlabor- 
related portions. Tables 1A and 1B of this 
Addendum contain the national standardized 
amounts that we are applying to all hospitals, 
except hospitals located in Puerto Rico, for 
FY 2011. The Puerto Rico-specific amounts 
are shown in Table 1C of this Addendum. 
The amounts shown in Tables 1A and 1B 
differ only in that the labor-related share 
applied to the standardized amounts in Table 
1A is the labor-related share of 68.8 percent, 
and Table 1B is 62 percent. In accordance 
with sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act, we are applying 
a labor-related share of 62 percent, unless 
application of that percentage would result in 
lower payments to a hospital than would 
otherwise be made. In effect, the statutory 
provision means that we will apply a labor- 
related share of 62 percent for all hospitals 
(other than those in Puerto Rico) whose wage 
indices are less than or equal to 1.0000. 

In addition, Tables 1A and 1B include the 
standardized amounts reflecting the 
applicable percentage increase of 2.35 
percent update for FY 2011, and 
standardized amounts reflecting the 2.0 
percentage point reduction to that update 
(a 0.35 percent update) applicable for 
hospitals that fail to submit quality data 
consistent with section 1886(b)(3)(B)(viii) of 
the Act. 

Under section 1886(d)(9)(A)(ii) of the Act, 
the Federal portion of the Puerto Rico 
payment rate is based on the discharge- 
weighted average of the national large urban 
standardized amount (this amount is set forth 
in Table 1A). The labor-related and nonlabor- 
related portions of the national average 
standardized amounts for Puerto Rico 
hospitals for FY 2011 are set forth in Table 
1C of this Addendum. This table also 
includes the Puerto Rico standardized 
amounts. The labor-related share applied to 
the Puerto Rico specific standardized amount 
is the labor-related share of 62.1 percent, or 
62 percent, depending on which provides 
higher payments to the hospital. (Section 
1886(d)(9)(C)(iv) of the Act, as amended by 
section 403(b) of Public Law 108–173, 
provides that the labor-related share for 
hospitals located in Puerto Rico be 62 
percent, unless the application of that 
percentage would result in lower payments 
to the hospital.) 

The following table illustrates the changes 
from the FY 2010 national standardized 
amount. The second column shows the 
changes from the FY 2010 standardized 
amounts for hospitals that satisfy the quality 
data submission requirement for receiving 
the update of 2.35 percent. The third column 
shows the changes for hospitals receiving the 
reduced update of 0.35 percent. The first row 
of the table shows the updated (through FY 
2010) average standardized amount after 
restoring the FY 2010 offsets for outlier 
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payments, demonstration budget neutrality 
and the geographic reclassification budget 
neutrality. The DRG reclassification and 

recalibration wage index budget neutrality factors are cumulative. Therefore, the FY 
2010 factor is not removed from this table. 
BILLING CODE 4120–01–P 

BILLING CODE 4120–01–C 

B. Adjustments for Area Wage Levels and 
Cost-of-Living 

Tables 1A through 1C, as set forth in this 
Addendum, contain the labor-related and 
nonlabor-related shares that we are using to 
calculate the prospective payment rates for 
hospitals located in the 50 States, the District 
of Columbia, and Puerto Rico for FY 2011. 
This section addresses two types of 
adjustments to the standardized amounts that 
are made in determining the prospective 
payment rates as described in this 
Addendum. 

1. Adjustment for Area Wage Levels 

Sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act require that we 

make an adjustment to the labor-related 
portion of the national and Puerto Rico 
prospective payment rates, respectively, to 
account for area differences in hospital wage 
levels. This adjustment is made by 
multiplying the labor-related portion of the 
adjusted standardized amounts by the 
appropriate wage index for the area in which 
the hospital is located. In section III. of the 
preamble of this final rule, we discuss the 
data and methodology for the FY 2011 wage 
index. 

2. Adjustment for Cost-of-Living in Alaska 
and Hawaii 

Section 1886(d)(5)(H) of the Act authorizes 
the Secretary to make an adjustment to take 
into account the unique circumstances of 

hospitals in Alaska and Hawaii. Higher labor- 
related costs for these two States are taken 
into account in the adjustment for area wages 
described above. For FY 2011, we are 
adjusting the payments for hospitals in 
Alaska and Hawaii by multiplying the 
nonlabor-related portion of the standardized 
amount by the applicable adjustment factor 
contained in the table below. These factors 
were obtained from the U.S. Office of 
Personnel Management (OPM) and are the 
same as the factors currently in use under the 
IPPS for FY 2010. 
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(The above factors are based on data obtained 
from the U.S. Office of Personnel 
Management Web site at: http:// 
www.opm.gov/oca/cola/rates.asp.) 

C. MS–DRG Relative Weights 

As discussed in section II.H. of the 
preamble of this final rule, we have 
developed relative weights for each MS–DRG 
that reflect the resource utilization of cases 
in each MS–DRG relative to Medicare cases 
in other MS–DRGs. Table 5 of this 
Addendum contains the relative weights that 
we are applying to discharges occurring in 
FY 2011. These factors have been 
recalibrated as explained in section II. of the 
preamble of this final rule. 

D. Calculation of the Prospective Payment 
Rates 

General Formula for Calculation of the 
Prospective Payment Rates for FY 2011 

In general, the operating prospective 
payment rate for all hospitals paid under the 
IPPS located outside of Puerto Rico, except 
SCHs and MDHs, for FY 2011 equals the 
Federal rate. 

Currently, SCHs are paid based on 
whichever of the following rates yields the 
greatest aggregate payment: The Federal 
national rate; the updated hospital-specific 
rate based on FY 1982 costs per discharge; 
the updated hospital-specific rate based on 
FY 1987 costs per discharge; the updated 
hospital-specific rate based on FY 1996 costs 
per discharge; or the updated hospital- 
specific rate based on the FY 2006 costs per 
discharge to determine the rate that yields 
the greatest aggregate payment. 

The prospective payment rate for SCHs for 
FY 2011 equals the higher of the applicable 
Federal rate, or the hospital-specific rate as 
described below. The prospective payment 
rate for MDHs for FY 2011 equals the higher 
of the Federal rate, or the Federal rate plus 
75 percent of the difference between the 
Federal rate and the hospital-specific rate as 
described below. For MDHs, the updated 
hospital-specific rate is based on FY 1982, FY 
1987 or FY 2002 costs per discharge, 

whichever yields the greatest aggregate 
payment. 

The prospective payment rate for hospitals 
located in Puerto Rico for FY 2011 equals 25 
percent of the Puerto Rico rate plus 75 
percent of the applicable national rate. 

1. Federal Rate 

The Federal rate is determined as follows: 
Step 1—Select the applicable average 

standardized amount depending on whether 
the hospital submitted qualifying quality data 
(full update for qualifying hospitals, update 
minus 2.0 percentage points for 
nonqualifying hospitals). 

Step 2—Multiply the labor-related portion 
of the standardized amount by the applicable 
wage index for the geographic area in which 
the hospital is located or the area to which 
the hospital is reclassified. 

Step 3—For hospitals in Alaska and 
Hawaii, multiply the nonlabor-related 
portion of the standardized amount by the 
applicable cost-of-living adjustment factor. 

Step 4—Add the amount from Step 2 and 
the nonlabor-related portion of the 
standardized amount (adjusted, if applicable, 
under Step 3). 

Step 5—Multiply the final amount from 
Step 4 by the relative weight corresponding 
to the applicable MS–DRG (see Table 5 of 
this Addendum). 

The Federal rate as determined in Step 5 
may then be further adjusted if the hospital 
qualifies for either the IME or DSH 
adjustment. In addition, for hospitals that 
qualify for a low-volume payment adjustment 
under section 1886(d)(12) of the Act and 42 
CFR 412.101(b), the payment in Step 5 would 
be increased by 25 percent. 

2. Hospital-Specific Rate (Applicable Only to 
SCHs and MDHs) 

a. Calculation of Hospital-Specific Rate 

Section 1886(b)(3)(C) of the Act provides 
that currently SCHs are paid based on 
whichever of the following rates yields the 
greatest aggregate payment: The Federal rate; 
the updated hospital-specific rate based on 
FY 1982 costs per discharge; the updated 
hospital-specific rate based on FY 1987 costs 

per discharge; the updated hospital-specific 
rate based on FY 1996 costs per discharge; or 
the updated hospital-specific rate based on 
the FY 2006 costs per discharge to determine 
the rate that yields the greatest aggregate 
payment. 

As discussed previously, currently MDHs 
are paid based on the Federal national rate 
or, if higher, the Federal national rate plus 75 
percent of the difference between the Federal 
national rate and the greater of the updated 
hospital-specific rates based on either FY 
1982, FY 1987 or FY 2002 costs per 
discharge. 

Hospital-specific rates have been 
determined for each of these hospitals based 
on the FY 1982 costs per discharge, the FY 
1987 costs per discharge, or, for SCHs, the FY 
1996 costs per discharge or the FY 2006 costs 
per discharge, and for MDHs, the FY 2002 
cost per discharge. For a more detailed 
discussion of the calculation of the hospital- 
specific rates, we refer the reader to the FY 
1984 IPPS interim final rule (48 FR 39772); 
the April 20, 1990 final rule with comment 
period (55 FR 15150); the FY 1991 IPPS final 
rule (55 FR 35994); and the FY 2001 IPPS 
final rule (65 FR 47082). In addition, for both 
SCHs and MDHs, the hospital-specific rate 
effective is adjusted by the DRG 
reclassification and recalibration budget 
neutrality factor of 0.996731 as discussed in 
section III. of this Addendum. The resulting 
rate will be used in determining the payment 
rate an SCH or MDH will receive for its 
discharges beginning on or after October 1, 
2010. 

b. Updating the FY 1982, FY 1987, FY 1996, 
FY 2002, and FY 2006 Hospital-Specific 
Rates for FY 2011 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the applicable percentage 
increase applicable to the hospital-specific 
rates for SCHs and MDHs equals the 
applicable percentage increase set forth in 
section 1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other hospitals 
subject to the IPPS). Because the Act sets the 
update factor for SCHs and MDHs equal to 
the update factor for all other IPPS hospitals, 
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the update to the hospital specific rates for 
SCHs and MDHs is subject to the 
amendments to section 1886(b)(3)(B)(i) of the 
Act made by section 3401(a) of the 
Affordable Care Act. Accordingly, the 
applicable percentage increase to the 
hospital-specific rates applicable to SCHs 
and MDHs is 2.35 percent (that is, the FY 
2011 estimate of the market basket rate-of- 
increase of 2.6 percent minus 0.25 percentage 
points) for hospitals that submit quality data 
or 0.35 percent (that is, the FY 2011 
applicable percentage increase of 2.35 
percent minus 2.0 percentage points) for 
hospitals that fail to submit quality data. 

3. General Formula for Calculation of 
Prospective Payment Rates for Hospitals 
Located in Puerto Rico Beginning On or After 
October 1, 2010, and Before October 1, 2011 

Section 1886(d)(9)(E)(iv) of the Act 
provides that, effective for discharges 
occurring on or after October 1, 2004, 
hospitals located in Puerto Rico are paid 
based on a blend of 75 percent of the national 
prospective payment rate and 25 percent of 
the Puerto Rico-specific rate. 

a. Puerto Rico Rate 

The Puerto Rico prospective payment rate 
is determined as follows: 

Step 1—Select the applicable average 
standardized amount considering the 
applicable wage index (Table 1C of this 
Addendum). 

Step 2—Multiply the labor-related portion 
of the standardized amount by the applicable 
Puerto Rico-specific wage index. 

Step 3—Add the amount from Step 2 and 
the nonlabor-related portion of the 
standardized amount. 

Step 4—Multiply the amount from Step 3 
by the applicable MS–DRG relative weight 
(Table 5 of this Addendum). 

Step 5—Multiply the result in Step 4 by 25 
percent. 

b. National Rate 

The national prospective payment rate is 
determined as follows: 

Step 1—Select the applicable average 
standardized amount. 

Step 2—Multiply the labor-related portion 
of the standardized amount by the applicable 
wage index for the geographic area in which 
the hospital is located or the area to which 
the hospital is reclassified. 

Step 3—Add the amount from Step 2 and 
the nonlabor-related portion of the national 
average standardized amount. 

Step 4—Multiply the amount from Step 3 
by the applicable MS–DRG relative weight 
(Table 5 of this Addendum). 

Step 5—Multiply the result in Step 4 by 75 
percent. 

The sum of the Puerto Rico rate and the 
national rate computed above equals the 
prospective payment for a given discharge for 
a hospital located in Puerto Rico. This rate 
would then be further adjusted if the hospital 
qualifies for either the IME or DSH 
adjustment. 

III. Changes to Payment Rates for Acute Care 
Hospital Inpatient Capital-Related Costs for 
FY 2011 

The PPS for acute care hospital inpatient 
capital-related costs was implemented for 

cost reporting periods beginning on or after 
October 1, 1991. Effective with that cost 
reporting period, hospitals were paid during 
a 10-year transition period (which extended 
through FY 2001) to change the payment 
methodology for Medicare acute care hospital 
inpatient capital-related costs from a 
reasonable cost-based methodology to a 
prospective methodology (based fully on the 
Federal rate). 

The basic methodology for determining 
Federal capital prospective rates is set forth 
in the regulations at 42 CFR 412.308 through 
412.352. Below we discuss the factors that 
we used to determine the capital Federal rate 
for FY 2011, which will be effective for 
discharges occurring on or after October 1, 
2010. 

The 10-year transition period ended with 
hospital cost reporting periods beginning on 
or after October 1, 2001 (FY 2002). Therefore, 
for cost reporting periods beginning in FY 
2002, all hospitals (except ‘‘new’’ hospitals 
under § 412.304(c)(2)) are paid based on the 
capital Federal rate. For FY 1992, we 
computed the standard Federal payment rate 
for capital-related costs under the IPPS by 
updating the FY 1989 Medicare inpatient 
capital cost per case by an actuarial estimate 
of the increase in Medicare inpatient capital 
costs per case. Each year after FY 1992, we 
update the capital standard Federal rate, as 
provided at § 412.308(c)(1), to account for 
capital input price increases and other 
factors. The regulations at § 412.308(c)(2) 
provide that the capital Federal rate be 
adjusted annually by a factor equal to the 
estimated proportion of outlier payments 
under the capital Federal rate to total capital 
payments under the capital Federal rate. In 
addition, § 412.308(c)(3) requires that the 
capital Federal rate be reduced by an 
adjustment factor equal to the estimated 
proportion of payments for (regular and 
special) exceptions under § 412.348. Section 
412.308(c)(4)(ii) requires that the capital 
standard Federal rate be adjusted so that the 
effects of the annual DRG reclassification and 
the recalibration of DRG weights and changes 
in the geographic adjustment factor (GAF) are 
budget neutral. 

For FYs 1992 through 1995, § 412.352 
required that the capital Federal rate also be 
adjusted by a budget neutrality factor so that 
aggregate payments for inpatient hospital 
capital costs were projected to equal 90 
percent of the payments that would have 
been made for capital-related costs on a 
reasonable cost basis during the respective 
fiscal year. That provision expired in FY 
1996. Section 412.308(b)(2) describes the 7.4 
percent reduction to the capital Federal rate 
that was made in FY 1994, and 
§ 412.308(b)(3) describes the 0.28 percent 
reduction to the capital Federal rate made in 
FY 1996 as a result of the revised policy for 
paying for transfers. In FY 1998, we 
implemented section 4402 of Public Law 
105–33, which required that, for discharges 
occurring on or after October 1, 1997, the 
budget neutrality adjustment factor in effect 
as of September 30, 1995, be applied to the 
unadjusted capital standard Federal rate and 
the unadjusted hospital-specific rate. That 
factor was 0.8432, which was equivalent to 
a 15.68 percent reduction to the unadjusted 

capital payment rates. An additional 2.1 
percent reduction to the rates was effective 
from October 1, 1997 through September 30, 
2002, making the total reduction 17.78 
percent. As we discussed in the FY 2003 
IPPS final rule (67 FR 50102) and 
implemented in § 412.308(b)(6), the 2.1 
percent reduction was restored to the 
unadjusted capital payment rates effective 
October 1, 2002. 

To determine the appropriate budget 
neutrality adjustment factor and the regular 
exceptions payment adjustment during the 
10-year transition period, we developed a 
dynamic model of Medicare inpatient 
capital-related costs; that is, a model that 
projected changes in Medicare inpatient 
capital-related costs over time. With the 
expiration of the budget neutrality provision, 
the capital cost model was only used to 
estimate the regular exceptions payment 
adjustment and other factors during the 
transition period. As we explained in the FY 
2002 IPPS final rule (66 FR 39911), beginning 
in FY 2002, an adjustment for regular 
exception payments is no longer necessary 
because regular exception payments were 
only made for cost reporting periods 
beginning on or after October 1, 1991, and 
before October 1, 2001 (see § 412.348(b)). 
Because payments are no longer made under 
the regular exception policy effective with 
cost reporting periods beginning in FY 2002, 
we discontinued use of the capital cost 
model. The capital cost model and its 
application during the transition period are 
described in Appendix B of the FY 2002 IPPS 
final rule (66 FR 40099). 

Section 412.374 provides for blended 
payments to hospitals located in Puerto Rico 
under the IPPS for acute care hospital 
inpatient capital-related costs. Accordingly, 
under the capital PPS, we compute a separate 
payment rate specific to hospitals located in 
Puerto Rico using the same methodology 
used to compute the national Federal rate for 
capital-related costs. In accordance with 
section 1886(d)(9)(A) of the Act, under the 
IPPS for acute care hospital operating costs, 
hospitals located in Puerto Rico are paid for 
operating costs under a special payment 
formula. Prior to FY 1998, hospitals located 
in Puerto Rico were paid a blended operating 
rate that consisted of 75 percent of the 
applicable standardized amount specific to 
Puerto Rico hospitals and 25 percent of the 
applicable national average standardized 
amount. Similarly, prior to FY 1998, 
hospitals located in Puerto Rico were paid a 
blended capital rate that consisted of 75 
percent of the applicable capital Puerto Rico- 
specific rate and 25 percent of the applicable 
capital Federal rate. However, effective 
October 1, 1997, in accordance with section 
4406 of Public Law 105–33, the methodology 
for operating payments made to hospitals 
located in Puerto Rico under the IPPS was 
revised to make payments based on a blend 
of 50 percent of the applicable standardized 
amount specific to Puerto Rico hospitals and 
50 percent of the applicable national average 
standardized amount. In conjunction with 
this change to the operating blend 
percentage, effective with discharges 
occurring on or after October 1, 1997, we also 
revised the methodology for computing 
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capital payments to hospitals located in 
Puerto Rico to be based on a blend of 50 
percent of the Puerto Rico capital rate and 50 
percent of the national capital Federal rate. 

As we discussed in the FY 2005 IPPS final 
rule (69 FR 49185), section 504 of Public Law 
108–173 increased the national portion of the 
operating IPPS payments for hospitals 
located in Puerto Rico from 50 percent to 
62.5 percent and decreased the Puerto Rico 
portion of the operating IPPS payments from 
50 percent to 37.5 percent for discharges 
occurring on or after April 1, 2004 through 
September 30, 2004 (refer to the March 26, 
2004 One-Time Notification (Change Request 
3158)). In addition, section 504 of Public Law 
108–173 provided that the national portion of 
operating IPPS payments for hospitals 
located in Puerto Rico is equal to 75 percent 
and the Puerto Rico-specific portion of 
operating IPPS payments is equal to 25 
percent for discharges occurring on or after 
October 1, 2004. Consistent with that change 
in operating IPPS payments to hospitals 
located in Puerto Rico, for FY 2005 (as we 
discussed in the FY 2005 IPPS final rule), we 
revised the methodology for computing 
capital payments to hospitals located in 
Puerto Rico to be based on a blend of 25 
percent of the Puerto Rico-specific capital 
rate and 75 percent of the national capital 
Federal rate for discharges occurring on or 
after October 1, 2004. 

A. Determination of Federal Hospital 
Inpatient Capital-Related Prospective 
Payment Rate Update 

In the correction notice to the FY 2010 
IPPS/RY 2010 LTCH PPS final rule published 
on October 7, 2009 (74 FR 51499), we 
established a capital Federal rate of $429.26 
for FY 2010. However, as discussed earlier in 
this final rule, in the June 2, 2010 Federal 
Register, we announced the revised policies 
and payment rates for FY 2010 under the 
IPPS that reflected the provisions of the 
Affordable Care Act. Specifically, in the FY 
2010 IPPS/RY 2010 LTCH PPS final notice 
(75 FR 31127), we established a capital 
Federal rate of $429.56 for FY 2010. For 
comparison purposes, the payment rates and 
factors in this section are based on the 
revised FY 2010 rates and factors announced 
in that final notice published in Federal 
Register on June 2, 2010. 

As also discussed previously in this final 
rule, several provisions of the Affordable 
Care Act affected our proposed IPPS policies 
and payment rates for FY 2011. However, 
due to the timing of the passage of that 
legislation we were unable to address those 
provisions in the May 4, 2010 FY 2011 IPPS/ 
LTCH PPS proposed rule, and the proposed 
policies and payment rates in that proposed 
rule did not reflect the new legislation. 
Although the provisions of the Affordable 
Care Act do not directly affect capital IPPS 
payment rates and factors, we revised our 
proposed FY 2011 capital rates and factors in 
the June 2, 2010 FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 30977 
through 30972) due to the effect of certain 
provisions of the Affordable Care Act. 

In the discussion that follows, we explain 
the factors that we used to determine the 
capital Federal rate for FY 2011. In 

particular, we explain why the FY 2011 
capital Federal rate will decrease 
approximately 2.27 percent, compared to the 
FY 2010 capital Federal rate. As discussed in 
the impact analysis in Appendix A of this 
final rule, we estimate that capital payments 
per discharge will decrease 0.5 percent 
during that same period. Because capital 
payments constitute about 10 percent of 
hospital payments, a 1-percent change in the 
capital Federal rate yields only about a 0.1 
percent change in actual payments to 
hospitals. 

1. Projected Capital Standard Federal Rate 
Update 

a. Description of the Update Framework 

Under § 412.308(c)(1), the capital standard 
Federal rate is updated on the basis of an 
analytical framework that takes into account 
changes in a capital input price index (CIPI) 
and several other policy adjustment factors. 
Specifically, we adjust the projected CIPI 
rate-of-increase as appropriate each year for 
case-mix index-related changes, for intensity, 
and for errors in previous CIPI forecasts. The 
update factor for FY 2011 under that 
framework is 1.5 percent based on the best 
data available at this time. The update factor 
under that framework is based on a projected 
1.2 percent increase in the CIPI, a 0.0 percent 
adjustment for intensity, a 0.0 percent 
adjustment for case-mix, a 0.0 percent 
adjustment for the FY 2009 DRG 
reclassification and recalibration, and a 
forecast error correction of 0.3 percent. As 
discussed below in section III.C. of this 
Addendum, we continue to believe that the 
CIPI is the most appropriate input price 
index for capital costs to measure capital 
price changes in a given year. We also 
explain the basis for the FY 2011 CIPI 
projection in that same section of this 
Addendum. We note, as discussed in section 
VI.E.1. of the preamble of this final rule, we 
applied a ¥2.9 percent adjustment to the 
capital rate in FY 2011 to account for the 
cumulative effect of changes in 
documentation and coding under the MS– 
DRGs that do not correspond to changes in 
real increases in patients’ severity of illness. 
Below we describe the policy adjustments 
that we applied in the update framework for 
FY 2011. 

The case-mix index is the measure of the 
average DRG weight for cases paid under the 
IPPS. Because the DRG weight determines 
the prospective payment for each case, any 
percentage increase in the case-mix index 
corresponds to an equal percentage increase 
in hospital payments. 

The case-mix index can change for any of 
several reasons: 

• The average resource use of Medicare 
patients changes (‘‘real’’ case-mix change); 

• Changes in hospital documentation and 
coding of patient records result in higher 
weight DRG assignments (‘‘coding effects’’); 
and 

• The annual DRG reclassification and 
recalibration changes may not be budget 
neutral (‘‘reclassification effect’’). 

We define real case-mix change as actual 
changes in the mix (and resource 
requirements) of Medicare patients as 
opposed to changes in documentation and 

coding behavior that result in assignment of 
cases to higher weighted DRGs but do not 
reflect higher resource requirements. The 
capital update framework includes the same 
case-mix index adjustment used in the 
former operating IPPS update framework (as 
discussed in the May 18, 2004 IPPS proposed 
rule for FY 2005 (69 FR 28816)). (We no 
longer use an update framework to make a 
recommendation for updating the operating 
IPPS standardized amounts as discussed in 
section II. of Appendix B in the FY 2006 IPPS 
final rule (70 FR 47707).) 

Absent any increase in case-mix resulting 
from changes in documentation and coding 
due to the adoption of the MS–DRGs, for FY 
2011, we are projecting a 1.0 percent total 
increase in the case-mix index. We estimated 
that the real case-mix increase will also equal 
1.0 percent for FY 2011. The net adjustment 
for change in case-mix is the difference 
between the projected real increase in case- 
mix and the projected total increase in case- 
mix. Therefore, the net adjustment for case- 
mix change in FY 2011 is 0.0 percentage 
points. 

The capital update framework also 
contains an adjustment for the effects of DRG 
reclassification and recalibration. This 
adjustment is intended to remove the effect 
on total payments of prior year’s changes to 
the DRG classifications and relative weights, 
in order to retain budget neutrality for all 
case-mix index-related changes other than 
those due to patient severity. Due to the lag 
time in the availability of data, there is a 
2-year lag in data used to determine the 
adjustment for the effects of DRG 
reclassification and recalibration. For 
example, we have data available to evaluate 
the effects of the FY 2009 DRG 
reclassification and recalibration as part of 
our update for FY 2011. To adjust for 
reclassification and recalibration effects, 
under our historical methodology, we ran the 
FY 2009 cases through the FY 2008 
GROUPER and through the FY 2009 
GROUPER. The resulting ratio of the case- 
mix indices equated to 1.0. If the resulting 
ratio of the case-mix indices had not equated 
to 1.0 under our historical methodology, in 
the update framework for FY 2011 we would 
have made an adjustment to adjust for the 
reclassification and recalibration effects in 
FY 2009. As discussed in detail in section 
II.B. of the preamble of this final rule, 
however, when we adopted the MS–DRGs 
beginning in FY 2008 to better recognize 
severity of illness in Medicare payment rates, 
we also recognized that changes in 
documentation and coding could potentially 
lead to increases in aggregate payments 
without a corresponding increase in patients’ 
severity of illness (that is, increased case-mix 
index other than real case-mix index 
increase). To maintain budget neutrality for 
the adoption of the MS–DRGs, as discussed 
in greater detail in section V.E. of the 
preamble of this final rule, we made an 
adjustment to the capital Federal rate for FY 
2011 based on actuarial estimates of the 
cumulative effects of documentation and 
coding changes that occurred in FYs 2008 
and 2009 (based on FYs 2008 and 2009 
claims data). Therefore, as we proposed, we 
did not adjust for reclassification and 
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recalibration effects from FY 2009 in the 
update framework for FY 2011 because it is 
already accounted for in the documentation 
and coding adjustment to the capital Federal 
rates for FY 2011. Consequently, there is a 
0.0 percent adjustment for DRG 
reclassification and recalibration in the FY 
2011 update framework. 

The capital update framework also 
contains an adjustment for forecast error. The 
input price index forecast is based on 
historical trends and relationships 
ascertainable at the time the update factor is 
established for the upcoming year. In any 
given year, there may be unanticipated price 
fluctuations that may result in differences 
between the actual increase in prices and the 
forecast used in calculating the update 
factors. In setting a prospective payment rate 
under the framework, we make an 
adjustment for forecast error only if our 
estimate of the change in the capital input 
price index for any year is off by 0.25 
percentage points or more. There is a 2-year 
lag between the forecast and the availability 
of data to develop a measurement of the 
forecast error. A forecast error of 0.3 
percentage points was calculated for the FY 
2011 update. That is, current historical data 
indicate that the forecasted FY 2009 CIPI (1.4 
percent) used in calculating the FY 2009 
update factor slightly understated the actual 
realized price increases (1.7 percent) by 0.3 
percentage points. This is due to the prices 
associated with both the depreciation and 
interest cost categories growing faster than 
anticipated. Historically, when the 
estimation of the change in the CIPI is greater 
than 0.25 percentage points, it is reflected in 
the update recommended under this 
framework. Therefore, we made a 0.3 percent 
adjustment for forecast error in the update for 
FY 2011. 

Under the capital IPPS update framework, 
we also make an adjustment for changes in 
intensity. Historically, we have calculated 
this adjustment using the same methodology 
and data that were used in the past under the 
framework for operating IPPS. The intensity 
factor for the operating update framework 
reflects how hospital services are utilized to 
produce the final product, that is, the 
discharge. This component accounts for 
changes in the use of quality-enhancing 
services, for changes within DRG severity, 
and for expected modification of practice 
patterns to remove non-cost-effective 
services. Our intensity measure is based on 
a 5-year average. 

Historically, we have calculated case-mix 
constant intensity as the change in total 
charges per admission, adjusted for price 
level changes (the CIPI for hospital and 
related services) and changes in real case- 
mix. Without reliable estimates of the 
proportions of the overall annual intensity 

increases that are due, respectively, to 
ineffective practice patterns and the 
combination of quality-enhancing new 
technologies and complexity within the DRG 
system, we assume that one-half of the 
annual increase is due to each of these 
factors. The capital update framework thus 
provides an add-on to the input price index 
rate of increase of one-half of the estimated 
annual increase in intensity, to allow for 
increases within DRG severity and the 
adoption of quality-enhancing technology. 

We have developed a Medicare-specific 
intensity measure based on a 5-year average. 
Past studies of case-mix change by the RAND 
Corporation (Has DRG Creep Crept Up? 
Decomposing the Case Mix Index Change 
Between 1987 and 1988 by G.M. Carter, J.P. 
Newhouse, and D.A. Relles, R–4098–HCFA/ 
ProPAC (1991)) suggest that real case-mix 
change was not dependent on total change, 
but was usually a fairly steady increase of 1.0 
to 1.5 percent per year. However, we used 1.4 
percent as the upper bound because the 
RAND study did not take into account that 
hospitals may have induced doctors to 
document medical records more completely 
in order to improve payment. 

As we noted above, in accordance with 
§ 412.308(c)(1)(ii), we began updating the 
capital standard Federal rate in FY 1996 
using an update framework that takes into 
account, among other things, allowable 
changes in the intensity of hospital services. 
For FYs 1996 through 2001, we found that 
case-mix constant intensity was declining, 
and we established a 0.0 percent adjustment 
for intensity in each of those years. For FYs 
2002 and 2003, we found that case-mix 
constant intensity was increasing, and we 
established a 0.3 percent adjustment and a 
1.0 percent adjustment for intensity, 
respectively. For FYs 2004 and 2005, we 
found that the charge data appeared to be 
skewed as a result of hospitals attempting to 
maximize outlier payments, while lessening 
costs, and we established a 0.0 percent 
adjustment in each of those years. 
Furthermore, we stated that we would 
continue to apply a 0.0 percent adjustment 
for intensity until any increase in charges can 
be tied to intensity rather than attempts to 
maximize outlier payments. For FYs 2006 
through 2010, we continued to apply a 0.0 
percent adjustment for intensity in the 
capital update framework. 

In an effort to further refine the intensity 
adjustment and more accurately reflect 
allowable changes in hospital intensity, as 
we proposed, we used changes in hospital 
costs per discharge over a 5-year average 
rather than changes in hospital charges, 
which have been the basis of the intensity 
adjustment in prior years. The unique nature 
of capital—how and when it is purchased, its 
longevity, and how it is financed—creates a 

greater degree of variance in capital cost 
among hospitals than does operating cost. We 
believe that using changes in capital costs per 
discharge as the basis for the intensity 
adjustment in lieu of changes in charges will 
decrease some of the variability of this 
adjustment. A case in point is the charge data 
over much of the last decade: The annual 
change in hospital charges has fluctuated 
erratically from as little as 3 percent to as 
large as 16 percent. As we have discussed for 
several years in past rulemaking, we believe 
the effects of hospitals’ charge practices prior 
to the implementation of the outlier policy 
revisions established in the June 9, 2003 final 
rule were the main cause of the variability 
and large annual increases in hospital 
charges for much of the past decade. 
However, even after the outlier policy was 
implemented, we continued to see evidence 
of these charge practices in the data, as it 
may have taken hospitals some time to adopt 
changes in their behavior in response to the 
new outlier policy. Thus, we believe that the 
charge data for much of the past decade was 
skewed because if hospitals were treating 
new or different types of cases, which would 
result in an appropriate increase in charges 
per discharge, we would expect hospitals’ 
case-mix to increase proportionally, and it 
did not. 

Therefore, for the reasons discussed above, 
we believe it would be more appropriate to 
use our intensity adjustment based on the 
change in capital cost per discharge. To 
determine the intensity adjustment for FY 
2011, and as we proposed, we replaced 
charge data with capital cost per discharge 
data. As expected, there are significantly 
smaller increases in cost per discharge over 
this time period and less fluctuation from 
year to year. As we did when using charge 
data, we based the intensity measure on a 
5-year average. Therefore, the intensity 
measure for FY 2011 is based on an average 
of cost per discharge data from the 5-year 
period beginning with FY 2004 and 
extending through FY 2008. Based on these 
data, we estimated that case-mix constant 
intensity declined during FYs 2004 through 
2008. In the past (FYs 1996 through 2001) 
when we found intensity to be declining, we 
believed a zero (rather than negative) 
intensity adjustment was appropriate. 
Because we estimated that intensity declined 
during that 5-year period, we believe that it 
is appropriate to continue to apply a zero 
intensity adjustment for FY 2011. Therefore, 
we made a 0.0 percent adjustment for 
intensity in the update for FY 2011. 

Above, we described the basis of the 
components used to develop the 1.5 percent 
capital update factor under the capital update 
framework for FY 2011 as shown in the table 
below. 

CMS FY 2011 UPDATE FACTOR TO THE CAPITAL FEDERAL RATE 

Capital Input Price Index ............................................................................................................................................................................. 1.2 
Intensity ........................................................................................................................................................................................................ 0.0 
Case-Mix Adjustment Factors: 

Real Across DRG Change ................................................................................................................................................................... ¥1.0 
Projected Case-Mix Change ................................................................................................................................................................ 1.0 

Subtotal ......................................................................................................................................................................................... 1.2 
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CMS FY 2011 UPDATE FACTOR TO THE CAPITAL FEDERAL RATE—Continued 

Effect of FY 2009 Reclassification and Recalibration ................................................................................................................................. 0.0 
Forecast Error Correction ..................................................................................................................................................................... 0.3 

Total Update ......................................................................................................................................................................................... 1.5 

b. Comparison of CMS and MedPAC Update 
Recommendation 

In its March 2010 Report to Congress, 
MedPAC did not make a specific update 
recommendation for capital IPPS payments 
for FY 2011. (MedPAC’s Report to the 
Congress: Medicare Payment Policy, March 
2010, Section 2A.) 

2. Outlier Payment Adjustment Factor 

Section 412.312(c) establishes a unified 
outlier payment methodology for inpatient 
operating and inpatient capital-related costs. 
A single set of thresholds is used to identify 
outlier cases for both inpatient operating and 
inpatient capital-related payments. Section 
412.308(c)(2) provides that the standard 
Federal rate for inpatient capital-related costs 
be reduced by an adjustment factor equal to 
the estimated proportion of capital-related 
outlier payments to total inpatient capital- 
related PPS payments. The outlier thresholds 
are set so that operating outlier payments are 
projected to be 5.1 percent of total operating 
IPPS DRG payments. 

For FY 2010, we estimated that outlier 
payments for capital would equal 5.22 
percent of inpatient capital-related payments 
based on the capital Federal rate in FY 2010. 
Based on the thresholds as set forth in 
section II.A. of this Addendum, we estimate 
that outlier payments for capital-related costs 
will equal 5.96 percent for inpatient capital- 
related payments based on the capital 
Federal rate in FY 2011. Therefore, we 
applied an outlier adjustment factor of 0.9404 
in determining the capital Federal rate. Thus, 
we estimate that the percentage of capital 
outlier payments to total capital standard 
payments for FY 2011 would be higher than 
the percentage for FY 2010. This increase in 
capital outlier payments is primarily due to 
the estimated decrease in capital IPPS 
payments per discharge. That is, because 
capital payments per discharge are projected 
to be slightly lower in FY 2011 compared to 
FY 2010, as shown in Table III. in section 
VIII. of Appendix A to this final rule, more 
cases would qualify for outlier payments. 

The outlier reduction factors are not built 
permanently into the capital rates; that is, 

they are not applied cumulatively in 
determining the capital Federal rate. The FY 
2011 outlier adjustment of 0.9404 is a ¥0.78 
percent change from the FY 2010 outlier 
adjustment of 0.9478. Therefore, the net 
change in the outlier adjustment to the 
capital Federal rate for FY 2011 is 0.9922 
(0.9404/0.9478). Thus, the outlier adjustment 
decreases the FY 2011 capital Federal rate by 
0.78 percent compared with the FY 2010 
outlier adjustment. 

3. Budget Neutrality Adjustment Factor for 
Changes in DRG Classifications and Weights 
and the GAF 

Section 412.308(c)(4)(ii) requires that the 
capital Federal rate be adjusted so that 
aggregate payments for the fiscal year based 
on the capital Federal rate after any changes 
resulting from the annual DRG 
reclassification and recalibration and changes 
in the GAF are projected to equal aggregate 
payments that would have been made on the 
basis of the capital Federal rate without such 
changes. Because we implemented a separate 
GAF for Puerto Rico, we apply separate 
budget neutrality adjustments for the 
national GAF and the Puerto Rico GAF. We 
apply the same budget neutrality factor for 
DRG reclassifications and recalibration 
nationally and for Puerto Rico. Separate 
adjustments were unnecessary for FY 1998 
and earlier because the GAF for Puerto Rico 
was implemented in FY 1998. 

In the past, we used the actuarial capital 
cost model (described in Appendix B of the 
FY 2002 IPPS final rule (66 FR 40099)) to 
estimate the aggregate payments that would 
have been made on the basis of the capital 
Federal rate with and without changes in the 
DRG classifications and weights and in the 
GAF to compute the adjustment required to 
maintain budget neutrality for changes in 
DRG weights and in the GAF. During the 
transition period, the capital cost model was 
also used to estimate the regular exception 
payment adjustment factor. As we explained 
in section III.A. of this Addendum, beginning 
in FY 2002, an adjustment for regular 
exception payments was no longer necessary. 
Therefore, we no longer use the capital cost 

model. Instead, we use historical data based 
on hospitals’ actual cost experiences to 
determine the exceptions payment 
adjustment factor for special exceptions 
payments. 

To determine the factors for FY 2011, we 
compared (separately for the national capital 
rate and the Puerto Rico capital rate) 
estimated aggregate capital Federal rate 
payments based on the FY 2010 MS–DRG 
classifications and relative weights and the 
FY 2010 GAF to estimated aggregate capital 
Federal rate payments based on the FY 2010 
MS–DRG classifications and relative weights 
and the FY 2011 GAFs. In making the 
comparison, we set the exceptions reduction 
factor to 1.00. To achieve budget neutrality 
for the changes in the national GAFs, based 
on calculations using updated data, we 
applied an incremental budget neutrality 
adjustment of 0.9999 for FY 2011 to the 
previous cumulative FY 2010 adjustment of 
0.9911, yielding an adjustment of 0.9910, 
through FY 2011 (calculated with unrounded 
numbers). For the Puerto Rico GAFs, we 
applied an incremental budget neutrality 
adjustment of 1.0005 for FY 2011 to the 
previous cumulative FY 2010 adjustment of 
0.9969, yielding a cumulative adjustment of 
0.9974 through FY 2011. 

We then compared estimated aggregate 
capital Federal rate payments based on the 
FY 2010 DRG relative weights and the FY 
2011 GAFs to estimated aggregate capital 
Federal rate payments based on the 
cumulative effects of the FY 2011 MS–DRG 
classifications and relative weights and the 
FY 2011 GAFs. The incremental adjustment 
for DRG classifications and changes in 
relative weights is 0.9991 both nationally and 
for Puerto Rico. The cumulative adjustments 
for MS–DRG classifications and changes in 
relative weights and for changes in the GAFs 
through FY 2011 are 0.9902 nationally and 
0.9965 for Puerto Rico. The following table 
summarizes the adjustment factors for each 
fiscal year: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C The methodology used to determine the 
recalibration and geographic adjustment 

factor (GAF/DRG) budget neutrality 
adjustment is similar to the methodology 
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used in establishing budget neutrality 
adjustments under the IPPS for operating 
costs. One difference is that, under the 
operating IPPS, the budget neutrality 
adjustments for the effect of geographic 
reclassifications are determined separately 
from the effects of other changes in the 
hospital wage index and the DRG relative 
weights. Under the capital IPPS, there is a 
single GAF/DRG budget neutrality 
adjustment factor (the national capital rate 
and the Puerto Rico capital rate are 
determined separately) for changes in the 
GAF (including geographic reclassification) 
and the DRG relative weights. In addition, 
there is no adjustment for the effects that 
geographic reclassification has on the other 
payment parameters, such as the payments 
for DSH or IME. 

For FY 2010, we calculated a revised final 
GAF/DRG budget neutrality factor of 0.9994 
(75 FR 31125). For FY 2011, we established 
a GAF/DRG budget neutrality factor of 
0.9990. The GAF/DRG budget neutrality 
factors are built permanently into the capital 
rates; that is, they are applied cumulatively 
in determining the capital Federal rate. This 
follows the requirement that estimated 
aggregate payments each year be no more or 
less than they would have been in the 
absence of the annual DRG reclassification 
and recalibration and changes in the GAFs. 
The incremental change in the adjustment 
from FY 2010 to FY 2011 is 0.9990. The 
cumulative change in the capital Federal rate 
due to this adjustment is 0.9902 (the product 
of the incremental factors for FYs 1995 
though 2010 and the incremental factor of 
0.9990 for FY 2011). (We note that averages 
of the incremental factors that were in effect 
during FYs 2005 and 2006, respectively, were 
used in the calculation of the cumulative 
adjustment of 0.9902 for FY 2011.) 

The factor accounts for the MS–DRG 
reclassifications and recalibration and for 
changes in the GAFs. It also incorporates the 
effects on the GAFs of FY 2011 geographic 
reclassification decisions made by the 
MGCRB compared to FY 2010 decisions. 
However, it does not account for changes in 
payments due to changes in the DSH and 
IME adjustment factors. 

4. Exceptions Payment Adjustment Factor 

Section 412.308(c)(3) of our regulations 
requires that the capital standard Federal rate 
be reduced by an adjustment factor equal to 
the estimated proportion of additional 
payments for both regular exceptions and 
special exceptions under § 412.348 relative to 
total capital PPS payments. In estimating the 
proportion of regular exception payments to 
total capital PPS payments during the 
transition period, we used the actuarial 
capital cost model originally developed for 
determining budget neutrality (described in 
Appendix B of the FY 2002 IPPS final rule 
(66 FR 40099)) to determine the exceptions 
payment adjustment factor, which was 
applied to both the Federal and hospital- 
specific capital rates. 

An adjustment for regular exception 
payments is no longer necessary in 
determining the FY 2011 capital Federal rate 
because, in accordance with § 412.348(b), 
regular exception payments were only made 
for cost reporting periods beginning on or 

after October 1, 1991 and before October 1, 
2001. Accordingly, as we explained in the FY 
2002 IPPS final rule (66 FR 39949), in FY 
2002 and subsequent fiscal years, no 
payments are made under the regular 
exceptions provision. However, in 
accordance with § 412.308(c), we still need to 
compute a budget neutrality adjustment for 
special exception payments under 
§ 412.348(g). We describe our methodology 
for determining the exceptions adjustment 
used in calculating the FY 2011 capital 
Federal rate below. 

Under the special exceptions provision 
specified at § 412.348(g)(1), eligible hospitals 
include SCHs, urban hospitals with at least 
100 beds that have a disproportionate share 
percentage of at least 20.2 percent or qualify 
for DSH payments under § 412.106(c)(2), and 
hospitals with a combined Medicare and 
Medicaid inpatient utilization of at least 70 
percent. An eligible hospital may receive 
special exceptions payments if it meets the 
following criteria: (1) A project need 
requirement as described at § 412.348(g)(2), 
which, in the case of certain urban hospitals, 
includes an excess capacity test as described 
at § 412.348(g)(4); (2) an age of assets test as 
described at § 412.348(g)(3); and (3) a project 
size requirement as described at 
§ 412.348(g)(5). 

Based on information compiled from our 
fiscal intermediaries and MACs, six hospitals 
have qualified for special exceptions 
payments under § 412.348(g). One of these 
hospitals closed in May 2005. Because we 
have cost reports covering FY 2008 for four 
of these five hospitals, we calculated the 
adjustment based on actual cost experience. 
(We note that the one hospital for which we 
do not have FY 2008 cost report data has had 
zero special exception payments for all 
available past cost reports. Consequently, we 
expect that this hospital would not have any 
special exceptions payments in FY 2008, and 
the lack of this hospital’s FY 2008 cost report 
data would not distort the calculation of the 
adjustment.) Using data from cost reports 
covering FY 2008 from the March 2010 
update of the HCRIS data, we divided the 
capital special exceptions payment amounts 
for the four available hospitals that qualified 
for special exceptions by the total capital PPS 
payment amounts (including special 
exception payments) for all hospitals. Based 
on the data from cost reports covering FY 
2008, this ratio rounds to 0.0004, and we 
made an adjustment of 0.0004. Because 
special exceptions are budget neutral, we 
offset the capital Federal rate by 0.04 percent 
for special exceptions payments for FY 2011. 
Therefore, the exceptions adjustment factor is 
equal to 0.9996 (1 ¥ 0.0004) to account for 
special exceptions payments in FY 2011. 

In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 44019), we estimated that 
total (special) exceptions payments for FY 
2010 would equal 0.02 percent of aggregate 
payments based on the capital Federal rate. 
Therefore, we applied an exceptions 
adjustment factor of 0.9998 (1 ¥ 0.0002) to 
determine the FY 2010 capital Federal rate. 
As we stated above, we applied an 
exceptions payment adjustment factor of 
0.9996 (1 ¥ 0.0004) to the capital Federal 
rate for FY 2011 based on our estimate that 

exceptions payments in FY 2011 would equal 
0.04 percent of aggregate payments based on 
the FY 2011 capital Federal rate. The 
exceptions reduction factors are not built 
permanently into the capital rates; that is, the 
factors are not applied cumulatively in 
determining the capital Federal rate. 
Therefore, the net change in the exceptions 
adjustment factor used in determining the FY 
2011 capital Federal rate is 0.9998 (0.9996/ 
0.9998). 

5. Capital Standard Federal Rate for FY 2011 

For FY 2010, we established a final capital 
Federal rate of $429.56. Consistent with 
section 3401(p) of Public Law 111–148, this 
rate is applicable to discharges occurring on 
or after April 1, 2010 (75 FR 31127). We 
established an update of 1.5 percent in 
determining the FY 2011 capital Federal rate 
for all hospitals. However, as discussed in 
greater detail in section V.E. of the preamble 
of this final rule, under the statutory 
authority at section 1886(g) of the Act, 
consistent with section 1886(d)(3)(A)(vi) of 
the Act and section 7(b) of Public Law 110– 
90, we are making an additional 2.9 percent 
reduction to the national capital Federal 
payment rate in FY 2011. The ¥2.9 percent 
adjustment is based on our actuary’s analysis 
of the effect of changes in case-mix resulting 
from documentation and coding changes that 
do not reflect real changes in the case-mix in 
light of the adoption of MS–DRGs. 
Accordingly, we applied a cumulative 
documentation and coding adjustment factor 
of 0.9574 in determining the FY 2011 capital 
Federal rate (that is, the existing ¥0.6 
percent adjustment in FY 2008 plus the ¥0.9 
percent adjustment in FY 2009 plus the 
additional ¥2.9 percent adjustment, 
computed as 1 divided by (1.006 × 1.009 × 
1.029). (We note that we did not apply a 
documentation and coding adjustment to the 
capital Federal rate in FY 2010 (74 FR 
43927).) As a result of the 1.5 percent update 
and other budget neutrality factors discussed 
above, we established a national capital 
Federal rate of $420.01 for FY 2011. The 
national capital Federal rate for FY 2011 was 
calculated as follows: 

• The FY 2011 update factor is 1.015, that 
is, the update is 1.5 percent. 

• The FY 2011 budget neutrality 
adjustment factor that is applied to the 
capital standard Federal payment rate for 
changes in the MS–DRG classifications and 
relative weights and changes in the GAFs is 
0.9990. 

• The FY 2011 outlier adjustment factor is 
0.9404. 

• The FY 2011 (special) exceptions 
payment adjustment factor is 0.9996. 

• The cumulative adjustment factor for FY 
2011 applied to the national capital Federal 
rate for changes in documentation and 
coding under the MS–DRGs is 0.9574. 

Because the capital Federal rate has 
already been adjusted for differences in case- 
mix, wages, cost-of-living, indirect medical 
education costs, and payments to hospitals 
serving a disproportionate share of low- 
income patients, we did not make additional 
adjustments in the capital standard Federal 
rate for these factors, other than the budget 
neutrality factor for changes in the MS–DRG 
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classifications and relative weights and for 
changes in the GAFs. 

We are providing the following chart that 
shows how each of the factors and 
adjustments for FY 2011 affects the 
computation of the FY 2011 national capital 
Federal rate in comparison to the FY 2010 
national capital Federal rate. The FY 2011 
update factor has the effect of increasing the 
capital Federal rate by 1.5 percent compared 
to the FY 2010 capital Federal rate. The GAF/ 
DRG budget neutrality factor of 0.9990 has 
the effect of decreasing the capital Federal 
rate by 0.10 percent. The FY 2011 outlier 
adjustment factor has the effect of decreasing 

the capital Federal rate by 0.78 percent 
compared to the FY 2010 capital Federal rate. 
The FY 2011 exceptions payment adjustment 
factor has the effect of decreasing the capital 
Federal rate by 0.02 percent compared to the 
FY 2010 capital Federal rate. Furthermore, as 
shown in the chart below, the resulting 
cumulative adjustment for changes in 
documentation and coding that do not reflect 
real changes in patients’ severity of illness 
(that is, the cumulative adjustment factor of 
0.9574 has the net effect of decreasing the FY 
2011 national capital Federal rate by 2.80 
percent as compared to the FY 2010 national 
capital Federal rate. (As discussed in section 

VI.E.1. of the preamble of this final rule, a 
cumulative adjustment of ¥1.5 percent (that 
is, the ¥0.6 percent in FY 2008 and ¥0.9 
percent in FY 2009) or a cumulative 
adjustment factor of 0.985 has already been 
applied to the FY 2010 capital Federal rate 
for changes in documentation and coding 
that do not reflect real changes in patients’ 
severity of illness. We did not apply any 
additional documentation and coding 
adjustments to the capital Federal rate in FY 
2010). The combined effect of all the changes 
will decrease the national capital Federal rate 
by approximately 2.2 percent compared to 
the FY 2010 national capital Federal rate. 

We also are providing the following chart 
that shows how the final FY 2011 capital 

Federal rate differs from the proposed FY 
2011 capital Federal rate as presented in the 

June 2, 2010 FY 2011 IPPS/LTCH PPS 
supplemental proposed rule. 
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6. Special Capital Rate for Puerto Rico 
Hospitals 

Section 412.374 provides for the use of a 
blended payment system for payments to 
hospitals located in Puerto Rico under the 
PPS for acute care hospital inpatient capital- 
related costs. Accordingly, under the capital 
PPS, we compute a separate payment rate 
specific to hospitals located in Puerto Rico 
using the same methodology used to compute 
the national Federal rate for capital-related 
costs. Under the broad authority of section 
1886(g) of the Act, as discussed in section V. 
of the preamble of this final rule, beginning 
with discharges occurring on or after October 
1, 2004, capital payments to hospitals located 
in Puerto Rico are based on a blend of 25 
percent of the Puerto Rico capital rate and 75 
percent of the capital Federal rate. The 
Puerto Rico capital rate is derived from the 
costs of Puerto Rico hospitals only, while the 
capital Federal rate is derived from the costs 
of all acute care hospitals participating in the 
IPPS (including Puerto Rico). 

To adjust hospitals’ capital payments for 
geographic variations in capital costs, we 
apply a GAF to both portions of the blended 
capital rate. The GAF is calculated using the 
operating IPPS wage index, and varies 
depending on the labor market area or rural 
area in which the hospital is located. We use 
the Puerto Rico wage index to determine the 
GAF for the Puerto Rico part of the capital- 
blended rate and the national wage index to 
determine the GAF for the national part of 
the blended capital rate. 

Because we implemented a separate GAF 
for Puerto Rico in FY 1998, we also apply 
separate budget neutrality adjustments for 
the national GAF and for the Puerto Rico 
GAF. However, we apply the same budget 
neutrality factor for DRG reclassifications and 
recalibration nationally and for Puerto Rico. 
The national GAF budget neutrality factor is 
1.0005 and the DRG adjustment is 0.9991, for 
a combined cumulative adjustment of 0.9965. 

In computing the payment for a particular 
Puerto Rico hospital, the Puerto Rico portion 
of the capital rate (25 percent) is multiplied 
by the Puerto Rico-specific GAF for the labor 
market area in which the hospital is located, 
and the national portion of the capital rate 
(75 percent) is multiplied by the national 

GAF for the labor market area in which the 
hospital is located (which is computed from 
national data for all hospitals in the United 
States and Puerto Rico). In FY 1998, we 
implemented a 17.78 percent reduction to the 
Puerto Rico capital rate as a result of Pub. L. 
105–33. In FY 2003, a small part of that 
reduction was restored. 

For FY 2010, the special capital rate for 
hospitals located in Puerto Rico was $203.57 
(75 FR 31128). Consistent with our 
development of the FY 2010 Puerto Rico- 
specific operating standardized amount, we 
have not applied the ¥0.6 percent 
adjustment in FY 2008 or the ¥0.9 percent 
documentation and coding adjustment in FY 
2009 (that is, the cumulative ¥1.5 percent 
adjustment) that was applied to the national 
capital Federal rate to the Puerto Rico- 
specific capital rate. However, we noted in 
the FY 2009 IPPS final rule (73 FR 48449 
through 48550) that we may propose to apply 
such an adjustment to the Puerto Rico 
operating and capital rates in the future. 

As noted above and discussed in greater 
detail in section V.E.4. of the preamble of this 
final rule, consistent with our development 
of the Puerto Rico-specific operating 
standardized amount, we applied a ¥2.6 
percent adjustment to account for changes in 
documentation and coding that resulted from 
the adoption of the MS–DRGs in determining 
the FY 2011 Puerto Rico-specific capital rate. 
With the changes we made to the other 
factors used to determine the capital rate, the 
FY 2011 special capital rate for hospitals in 
Puerto Rico is $197.66. 

B. Calculation of the Inpatient Capital- 
Related Prospective Payments for FY 2011 

Because the 10-year capital PPS transition 
period ended in FY 2001, all hospitals 
(except ‘‘new’’ hospitals under § 412.324(b) 
and under § 412.304(c)(2)) are paid based on 
100 percent of the capital Federal rate in FY 
2011. 

For purposes of calculating payments for 
each discharge during FY 2011, the capital 
standard Federal rate is adjusted as follows: 
(Standard Federal Rate) × (DRG weight) × 
(GAF) × (COLA for hospitals located in 
Alaska and Hawaii) × (1 + DSH Adjustment 
Factor + IME Adjustment Factor, if 

applicable). The result is the adjusted capital 
Federal rate. 

Hospitals also may receive outlier 
payments for those cases that qualify under 
the thresholds established for each fiscal 
year. Section 412.312(c) provides for a single 
set of thresholds to identify outlier cases for 
both inpatient operating and inpatient 
capital-related payments. The outlier 
thresholds for FY 2011 are in section II.A. of 
this Addendum. For FY 2011, a case would 
qualify as a cost outlier if the cost for the case 
plus the (operating) IME and DSH payments 
is greater than the prospective payment rate 
for the MS–DRG plus the fixed-loss amount 
of $23,075. 

An eligible hospital may also qualify for a 
special exceptions payment under 
§ 412.348(g) up through the 10th year beyond 
the end of the capital transition period if it 
meets the following criteria: (1) A project 
need requirement described at 
§ 412.348(g)(2), which in the case of certain 
urban hospitals includes an excess capacity 
test as described at § 412.348(g)(4); and (2) a 
project size requirement as described at 
§ 412.348(g)(5). Eligible hospitals include 
SCHs, urban hospitals with at least 100 beds 
that have a DSH patient percentage of at least 
20.2 percent or qualify for DSH payments 
under § 412.106(c)(2), and hospitals that have 
a combined Medicare and Medicaid inpatient 
utilization of at least 70 percent. Under 
§ 412.348(g)(8), the amount of a special 
exceptions payment is determined by 
comparing the cumulative payments made to 
the hospital under the capital PPS to the 
cumulative minimum payment level. This 
amount is offset by: (1) Any amount by 
which a hospital’s cumulative capital 
payments exceed its cumulative minimum 
payment levels applicable under the regular 
exceptions process for cost reporting periods 
beginning during which the hospital has 
been subject to the capital PPS; and (2) any 
amount by which a hospital’s current year 
operating and capital payments (excluding 75 
percent of operating DSH payments) exceed 
its operating and capital costs. Under 
§ 412.348(g)(6), the minimum payment level 
is 70 percent for all eligible hospitals. We 
note that this was a 10-year provision. 
Therefore, FY 2012 is the final year hospitals 
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will be eligible for the special exceptions 
payment. 

Currently, as provided in § 412.304(c)(2), 
we pay a new hospital 85 percent of its 
reasonable costs during the first 2 years of 
operation unless it elects to receive payment 
based on 100 percent of the capital Federal 
rate. Effective with the third year of 
operation, we pay the hospital based on 100 
percent of the capital Federal rate (that is, the 
same methodology used to pay all other 
hospitals subject to the capital PPS). 

C. Capital Input Price Index 

1. Background 

Like the operating input price index, the 
capital input price index (CIPI) is a fixed- 
weight price index that measures the price 
changes associated with capital costs during 
a given year. The CIPI differs from the 
operating input price index in one important 
aspect—the CIPI reflects the vintage nature of 
capital, which is the acquisition and use of 
capital over time. Capital expenses in any 
given year are determined by the stock of 
capital in that year (that is, capital that 
remains on hand from all current and prior 
capital acquisitions). An index measuring 
capital price changes needs to reflect this 
vintage nature of capital. Therefore, the CIPI 
was developed to capture the vintage nature 
of capital by using a weighted-average of past 
capital purchase prices up to and including 
the current year. 

We periodically update the base year for 
the operating and capital input price indexes 
to reflect the changing composition of inputs 
for operating and capital expenses. In the FY 
2010 IPPS/RY 2010 LTCH PPS final rule (74 
FR 44021), we rebased and revised the CIPI 
to a FY 2006 base year to reflect the more 
current structure of capital costs in hospitals. 
A complete discussion of this rebasing is 
provided in section IV. of the preamble of 
that final rule. 

2. Forecast of the CIPI for FY 2011 

Based on the latest forecast by IHS Global 
Insight, Inc. (second quarter of 2010), we are 
forecasting the FY 2006-based CIPI to 
increase 1.2 percent in FY 2011. This reflects 
a projected 1.7 percent increase in vintage- 
weighted depreciation prices (building and 
fixed equipment, and movable equipment), 
and a 1.6 percent increase in other capital 
expense prices in FY 2011, partially offset by 
2.1 percent decline in vintage-weighted 
interest expenses in FY 2011. The weighted 
average of these three factors produces the 
1.2 percent increase for the FY 2006-based 
CIPI as a whole in FY 2011. 

IV. Changes to Payment Rates for Excluded 
Hospitals: Rate-of-Increase Percentages 

Historically, hospitals and hospital units 
excluded from the prospective payment 
system received payment for inpatient 
hospital services they furnished on the basis 
of reasonable costs, subject to a rate-of- 
increase ceiling. An annual per discharge 
limit (the target amount as defined in 
§ 413.40(a)) was set for each hospital or 
hospital unit based on the hospital’s own 
cost experience in its base year, and updated 
annually by a rate-of-increase percentage. 
The updated target amount for that period 

was multiplied by the Medicare discharges 
during that period and applied as an 
aggregate upper limit (the ceiling as defined 
in § 413.40(a)) on total inpatient operating 
costs for a hospital’s cost reporting period. 
Prior to October 1, 1997, these payment 
provisions applied consistently to all 
categories of excluded providers 
(rehabilitation hospitals and units (now 
referred to as IRFs), psychiatric hospitals and 
units (now referred to as IPFs), LTCHs, 
children’s hospitals, and cancer hospitals). 

Payments for services furnished in 
children’s hospitals and cancer hospitals that 
are excluded from the IPPS continue to be 
subject to the rate-of-increase ceiling based 
on the hospital’s own historical cost 
experience. (We note that, in accordance 
with § 403.752(a), RNHCIs are also subject to 
the rate-of-increase limits established under 
§ 413.40 of the regulations.) 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24016 and 24082), we proposed 
that the FY 2011 rate-of-increase percentage 
for updating the target amounts for cancer 
and children’s hospitals and RNHCIs was the 
estimated percentage increase in the FY 2011 
IPPS operating market basket, estimated to be 
2.4 percent, in accordance with applicable 
regulations at § 413.40. We also proposed to 
use the most recent data when determining 
the estimated percentage increase for the FY 
2011 IPPS market basket for the final rule, to 
the extent these data were available. For this 
final rule, we are using the most recent data 
available to determine the FY 2011 IPPS 
operating market basket. Based on IHS Global 
Insight, Inc.’s second quarter 2010 forecast, 
with historical data through the 2010 first 
quarter, the IPPS operating market basket is 
2.6 percent for FY 2011. Therefore, for cancer 
and children’s hospitals and RNHCIs, the FY 
2011 rate-of-increase percentage that is 
applied to the FY 2010 target amounts in 
order to determine the FY 2011 target amount 
is 2.6 percent. 

IRFs, IPFs, and LTCHs were previously 
paid under the reasonable cost methodology. 
However, the statute was amended to provide 
for the implementation of prospective 
payment systems for IRFs, IPFs, and LTCHs. 
In general, the prospective payment systems 
for IRFs, IPFs, and LTCHs provide 
transitioning periods of varying lengths of 
time during which a portion of the 
prospective payment is based on cost-based 
reimbursement rules under 42 CFR part 413 
(certain providers do not receive a 
transitioning period or may elect to bypass 
the transition as applicable under 42 CFR 
part 412, subparts N, O, and P.) We note that 
all of the various transitioning periods 
provided for under the IRF PPS, the IPF PPS, 
and the LTCH PPS have ended. 

The IRF PPS, the IPF PPS, and the LTCH 
PPS are updated annually. We refer readers 
to section VII. of the preamble and section V. 
of the Addendum to this final rule for the 
update changes to the Federal payment rates 
for LTCHs under the LTCH PPS for FY 2011. 
The annual updates for the IRF PPS and the 
IPF PPS are issued by the agency in separate 
Federal Register documents. 

V. Changes to the Payment Rate for the 
LTCH PPS for FY 2011 

A. LTCH PPS Standard Federal Rate for FY 
2011 

1. Background 

In section VII. of the preamble of this final 
rule, we discuss our changes to the payment 
rates, factors, and specific policies under the 
LTCH PPS for FY 2011. As discussed earlier, 
we note that the Affordable Care Act made 
a number of changes that affected the LTCH 
PPS for FY 2010 and FY 2011. Because we 
were unable to incorporate the provisions of 
the Affordable Care Act in the FY 2011 IPPS/ 
LTCH PPS proposed rule that appeared in the 
Federal Register on May 4, 2010 due to the 
timing of enactment of the Affordable Care 
Act, we issued in the Federal Register on 
June 2, 2010, a supplemental proposed rule 
that proposed to implement the provisions of 
the Affordable Care Act affecting the IPPS 
and LTCH PPS for FY 2011. The final 
policies and payment rates in this final rule 
reflect the applicable provisions of this new 
legislation and address the public comments 
that we received on both the May 4, 2010 
proposed rule and the June 2, 2010 
supplemental proposed rule. We also note 
that we issued a final notice in the Federal 
Register on June 2, 2010, to implement the 
provisions of the Affordable Care Act that 
affect the policies and payment rates for RY 
2010 under the LTCH PPS. 

At § 412.523(c)(3)(ii) of the regulations, for 
LTCH PPS rate years beginning RY 2004 
through RY 2006, we updated the standard 
Federal rate by a factor to adjust for the most 
recent estimate of the increases in prices of 
an appropriate market basket of goods and 
services for LTCHs. We established a policy 
of annually updating the standard Federal 
rate because, at that time, we believed that 
was the most appropriate method for 
updating the LTCH PPS standard Federal rate 
annually for years after the initial 
implementation of the LTCH PPS in FY 2003. 
Thus, under § 412.523(c)(3)(ii), for RYs 2004 
through 2006, the annual update to the LTCH 
PPS standard Federal rate was equal to the 
previous rate year’s Federal rate updated by 
the most recent estimate of increases in the 
appropriate market basket of goods and 
services included in covered inpatient LTCH 
services. 

In determining the annual update to the 
standard Federal rate for RY 2007, based on 
our ongoing monitoring activity, we believed 
that, rather than solely using the most recent 
estimate of the LTCH PPS market basket as 
the basis of the update factor, it was 
appropriate to adjust the standard Federal 
rate to account for the effect of 
documentation and coding in a prior period 
that was unrelated to patients’ severity of 
illness (71 FR 27818). Accordingly, we 
established regulations at § 412.523(c)(3)(iii) 
to specify that the update to the standard 
Federal rate for RY 2007 was zero percent 
based on the most recent estimate of the 
LTCH PPS market basket at that time, offset 
by an adjustment to account for changes in 
case-mix in prior periods due to the effect of 
documentation and coding that were 
unrelated to patients’ severity of illness in FY 
2004. For RYs 2008 through 2010, we also 
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considered the effect of documentation and 
coding that was unrelated to patients’ 
severity of illness in establishing the annual 
update to the standard Federal rate as set 
forth in the regulations at §§ 412.523(c)(3)(iv) 
through (c)(3)(vi). (We note that section 
114(e)(1) of Public Law 110–173 provided 
that the standard Federal rate for RY 2008 
shall be the same as the standard Federal rate 
for RY 2007. In addition, section 114(e)(2) of 
Public Law 110–173 specified that the 
revised standard Federal rate provided for 
under section 114(e)(1) ‘‘shall not apply to 
discharges occurring on or after July 1, 2007, 
and before April 1, 2008,’’ effectively 
resulting in a delay of the application of the 
updated standard Federal rate for RY 2007 
established in the RY 2008 LTCH PPS final 
rule (72 FR 26890).) 

Consistent with our historical practice, in 
the FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 44022), we established an annual 
update to the standard Federal rate for RY 
2010 based on the most recent estimate of the 
increase in the LTCH PPS market basket at 
that time of 2.5 percent and an adjustment of 
¥0.5 percent to account for the increase in 
case-mix in a prior period (FY 2007) due to 
the effect of documentation and coding 
unrelated to an increase in patients’ severity 
of illness. Accordingly, we established 
regulations at § 412.523(c)(3)(vi) to specify 
that the update to the standard Federal rate 
for RY 2010 is 2.0 percent. However, as noted 
above, the Affordable Care Act revised the 
update to the standard Federal rate for RY 
2010. Newly added section 1886(m)(3)(A)(ii) 
of the Act provides that, for each of RYs 2010 
through 2019, any annual update to the 
standard Federal rate is reduced by the ‘‘other 
adjustment’’ described in section 1886(m)(4) 
of the Act. Specifically, newly added sections 
1886(m)(3)(A)(ii) and (m)(4)(A) of the Act 
require a 0.25 percentage point reduction to 
the annual update to the standard Federal 
rate for RY 2010. Section 1886(m)(3)(A) of 
the Act, on its face, explicitly provides for a 
revised annual update to the standard 
Federal rate beginning RY 2010, thus 
resulting in a single revised RY 2010 
standard Federal rate. Section 3401(p) of 
Public Law 111–148 provides that, 
notwithstanding the previous provisions of 
this section, the amendments made by 
subsections (a), (c) and (d) shall not apply to 
discharges occurring before April 1, 2010. 
When read in conjunction, we believe section 
1886(m)(3)(A) of the Act and section 3401(p) 
of Public Law 111–148 provide for a single 
revised RY 2010 standard Federal rate. 
However, for payment purposes, discharges 
occurring on or after October 1, 2009, and 
before April 1, 2010, simply will not be paid 
based on the revised RY 2010 standard 
Federal rate (and will be paid based on the 
standard Federal rate of $39,896.65 as 
established in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 44022)). 

Accordingly, in the June 2, 2010 FY 2010 
IPPS/RY 2010 LTCH PPS notice (75 FR 
31128), we established an update to the 
LTCH PPS standard Federal rate for RY 2010 
of 1.74 percent, based on the full forecasted 
estimated increase in the LTCH PPS market 
basket (2.5 percent), adjusted by the 0.25 
percentage point reduction required by 

sections 1886(m)(3)(A)(ii) and (m)(4)(A) of 
the Act, and an adjustment to account for the 
increase in case-mix in a prior period (FY 
2007) resulting from the effect of 
documentation and coding of ¥0.5 percent. 

As discussed in section VII.C.2.c. of the 
preamble of this final rule, we are finalizing 
the proposal contained in the June 2, 2010 
FY 2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30969) to revise 
§ 412.523(c)(3)(vi) to specify that the 
standard Federal rate for the LTCH PPS rate 
year beginning October 1, 2009 and ending 
September 30, 2010, is the standard Federal 
rate for the previous rate year updated by 
1.74 percent. Furthermore, consistent with 
section 3401(p) of Public Law 111–148, in 
this final rule, we also are finalizing our 
proposal to revise § 412.523(c)(3)(vi) to 
specify that with respect to discharges 
occurring on or after October 1, 2009 and 
before April 1, 2010, payments are based on 
the standard Federal rate in § 412.523(c)(3)(v) 
updated by 2.0 percent (75 FR 30969). 

2. Development of the FY 2011 LTCH PPS 
Standard Federal Rate 

While we continue to believe that an 
update to the LTCH PPS standard Federal 
rate should be based on the most recent 
estimate of the increase in the LTCH PPS 
market basket, we also believe it is 
appropriate that the standard Federal rate be 
offset by an adjustment to account for any 
effect of documentation and coding practices 
that does not reflect increased severity of 
illness. Such an adjustment protects the 
integrity of the Medicare Trust Funds by 
ensuring that the LTCH PPS payment rates 
better reflect the true costs of treating LTCH 
patients. Furthermore, as we discussed most 
recently in the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule (74 FR 44022), we did not 
establish a case-mix budget neutrality factor 
(that is, a documentation and coding 
adjustment for changes in case-mix that are 
not due to changes in patients’ severity of 
illness) for the adoption of the severity 
adjusted MS–LTC–DRG patient classification 
system. Rather, we noted that, consistent 
with past LTCH payment policy, we would 
continue to monitor LTCH data, and we 
could propose to make adjustments when 
updating the LTCH PPS standard Federal rate 
in the future to account for the effect of 
documentation and coding that does not 
reflect any real changes in case-mix during 
these years that we are implementing MS– 
LTC–DRGs. As described above, in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule, we 
applied a ¥0.5 percent adjustment to 
account for the effect of documentation and 
coding on the increase in case-mix in FY 
2007. Although we proposed a ¥1.3 percent 
adjustment to account for the effect of 
documentation and coding on the increase in 
case-mix in FY 2008, in that same final rule 
after consideration of public comments and 
consistent with IPPS policy, we delayed the 
application of that adjustment (74 FR 43970 
through 43972). 

For FY 2011, as discussed in the May 4, 
2010 FY 2011 IPPS/LTCH PPS proposed rule 
(75 FR 24045 through 24047), we performed 
a case-mix analysis using the most recent 
available LTCH claims data (FY 2009) under 
both the current MS–LTC–DRG and the 

former CMS LTC–DRG patient classification 
systems. Based on this evaluation, we 
determined that there was a cumulative 
increase in LTCH case-mix of 2.5 percent due 
to the effect of documentation and coding 
that did not reflect real changes in severity 
of illness for LTCH discharges occurring in 
FY 2008 and FY 2009. Consistent with our 
historical practice, in that same proposed 
rule, we proposed to update the LTCH PPS 
standard Federal rate for FY 2011 based on 
the full proposed LTCH PPS market basket 
increase estimate at that time (2.4 percent) 
and a proposed adjustment to account for the 
increase in case-mix in prior periods (FYs 
2008 and 2009) that resulted from the effect 
of documentation and coding practices of 
¥2.5 percent. As noted above in this section, 
although a number of the provisions of the 
Affordable Care Act affect the LTCH PPS, due 
to the timing of the passage of that 
legislation, we were unable to address those 
provisions in the May 4, 2010 FY 2011 IPPS/ 
LTCH PPS proposed rule. Therefore, the 
proposed policies and payment rates in that 
proposed rule did not reflect the new 
legislation. We addressed the provisions of 
the Affordable Care Act that affected our 
proposed policies and payment rates for FY 
2011 under the LTCH PPS in the June 2, 2010 
IPPS/LTCH PPS supplemental proposed rule 
(75 FR 30918). 

As discussed in the June 2, 2010 FY 2010 
IPPS/LTCH PPS supplemental proposed rule 
(75 FR 30969), section 1886(m)(3)(A)(ii) of 
the Act provides that, for each of RYs 2010 
through 2019, any annual update to the 
standard Federal rate is reduced by the ‘‘other 
adjustment’’ described in section 1886(m)(4) 
of the Act. Specifically, sections 
1886(m)(3)(A)(ii) and (m)(4)(B) of the Act 
require a 0.50 percentage point reduction to 
the annual update to the standard Federal 
rate for FY 2011. Consistent with our 
historical practice, in that same supplemental 
proposed rule, we proposed to update the 
LTCH PPS standard Federal rate for FY 2011 
based on the full proposed LTCH PPS market 
basket increase estimate at that time (2.4 
percent), adjusted by the 0.50 percentage 
point reduction required by sections 
1886(m)(3)(A)(ii) and (m)(4)(B) of the Act, 
and a proposed adjustment to account for the 
increase in case-mix in prior periods (FYs 
2008 and 2009) that resulted from the effect 
of documentation and coding practices (¥2.5 
percent). Consequently, we proposed an 
update factor to the standard Federal rate for 
FY 2011 of ¥0.59 percent (that is, we 
proposed to apply a factor of 0.9941 in 
determining the LTCH PPS standard Federal 
rate for FY 2011, calculated as 1.019 × 1 
divided by 1.025 = 0.9941 or ¥0.59 percent 
(0.9941 minus 1 equals 0.59 percent)). 

Consistent with our historical practice of 
updating the standard Federal rate for the 
previous rate year, we applied the proposed 
update factor of 0.9941 to the revised RY 
2010 standard Federal rate that was 
established in accordance with the 
provisions of sections 1886(m)(3)(A)(ii) and 
(m)(4)(A) of the Act (that is, $39,794.95 as 
established in the FY 2010 IPPS/RY 2010 
LTCH PPS final notice (75 FR 31128 through 
31129). Consequently, the proposed standard 
Federal rate for FY 2011 was $39,560.16. 
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Furthermore, in the June 2, 2010 FY 2010 
IPPS/LTCH PPS supplemental proposed rule 
(75 FR 30971), we proposed to amend 
§ 412.523 to add a new paragraph (c)(3)(vii) 
to specify that the standard Federal rate for 
discharges occurring on or after October 1, 
2010 through September 30, 2011, is the 
standard Federal rate for the previous rate 
year updated by ¥0.59 percent. We also 
proposed that if more recent data become 
available, we would use those data, if 
appropriate, to determine the update to the 
standard Federal rate for FY 2011 in the final 
rule, and, thus, the standard Federal rate 
update specified in the proposed regulation 
text at § 412.523(c)(3)(vii) could change 
accordingly. 

In this final rule, as discussed in greater 
detail in section VII.C.3. of the preamble of 
this final rule, we are finalizing our proposal 
to apply a ¥2.5 percent adjustment to the 
standard Federal rate to account for the effect 
of documentation and coding that did not 
reflect real changes in patient severity of 
illness for LTCH discharges that occurred in 
FYs 2008 and 2009 based on our case-mix 
analysis using the most recent available 
LTCH claims data (FY 2009) under both the 
current MS–LTC–DRG and the former CMS 
LTC–DRG patient classification systems. At 
this time, as discussed in section VII.C.2. of 
the preamble of this final rule, the most 
recent estimate of the increase in the LTCH 
PPS market basket (that is, the FY 2002-based 
RPL market basket) for FY 2011 is 2.5 
percent. Consistent with our historical 
practice and as we proposed, in this final 
rule, we are establishing an update to the 
LTCH PPS standard Federal rate for FY 2011 
based on the full LTCH PPS market basket 
increase estimate, including the statutorily 
required 0.50 percentage point reduction, of 
2.0 percent and an adjustment to account for 
the increase in case-mix in prior periods (FYs 
2008 and 2009) that resulted from the effect 
of documentation and coding practices of 
¥2.5 percent. Accordingly, the update factor 
to the standard Federal rate for FY 2011 is 
¥0.49 percent (that is, we are applying a 
factor of 0.9951 in determining the LTCH 
PPS standard Federal rate for FY 2011, 
calculated as 1.020 × 1 divided by 1.025 = 
0.9951 or ¥0.49 percent). 

Therefore, in this final rule, under the 
broad authority conferred upon the Secretary 
under the BBRA and the BIPA to determine 
appropriate updates under the LTCH PPS 
and under the authority of sections 
1886(m)(3)(A)(ii) and (m)(4)(B) of the Act, 
consistent with our proposal, we are revising 
§ 412.523 to add a new paragraph (c)(3)(vii) 
to specify that the standard Federal rate for 
discharges occurring on or after October 1, 
2010 through September 30, 2011, is the 
standard Federal rate for the previous rate 
year updated by ¥0.49 percent. Consistent 
with our historical practice, and as we 
proposed, in determining the standard 
Federal rate for FY 2011, we are applying the 
update factor of 0.9951 to the RY 2010 
Federal rate of $39,794.95 (as established in 
the June 2, 2010 FY 2010 IPPS/RY 2010 
LTCH PPS notice (75 FR 31128 through 
31129)). Consequently, in this final rule, we 
are establishing a standard Federal rate for 
FY 2011 of $39,599.95, which will apply to 

LTCH PPS discharges occurring on or after 
October 1, 2010 through September 30, 2011. 

B. Adjustment for Area Wage Levels Under 
the LTCH PPS for FY 2011 

1. Background 

Under the authority of section 123 of the 
BBRA as amended by section 307(b) of the 
BIPA, we established an adjustment to the 
LTCH PPS standard Federal rate to account 
for differences in LTCH area wage levels at 
§ 412.525(c). The labor-related share of the 
LTCH PPS standard Federal rate is adjusted 
to account for geographic differences in area 
wage levels by applying the applicable LTCH 
PPS wage index. The applicable LTCH PPS 
wage index is computed using wage data 
from inpatient acute care hospitals without 
regard to reclassification under section 
1886(d)(8) or section 1886(d)(10) of the Act. 

As we discussed in the August 30, 2002 
LTCH PPS final rule (67 FR 56015), when we 
implemented the LTCH PPS, we established 
a 5-year transition to the full wage index 
adjustment. The wage index adjustment was 
completely phased in for cost reporting 
periods beginning in FY 2007. Therefore, for 
cost reporting periods beginning on or after 
October 1, 2006, the applicable LTCH wage 
index values are the full (five-fifths) LTCH 
PPS wage index values calculated based on 
acute care hospital inpatient wage index data 
without taking into account geographic 
reclassification under section 1886(d)(8) and 
section 1886(d)(10) of the Act. For additional 
information on the phase-in of the wage 
index adjustment under the LTCH PPS, we 
refer readers to the August 30, 2002 LTCH 
PPS final rule (67 FR 56017 through 56019) 
and the RY 2008 LTCH PPS final rule (72 FR 
26891). 

2. Updates to the Geographic Classifications/ 
Labor Market Area Definitions 

a. Background 

As discussed in the August 30, 2002 LTCH 
PPS final rule, which implemented the LTCH 
PPS (67 FR 56015 through 56019), in 
establishing an adjustment for area wage 
levels, the labor-related portion of a LTCH’s 
Federal prospective payment is adjusted by 
using an appropriate wage index based on 
the labor market area in which the LTCH is 
located. Specifically, the application of the 
LTCH PPS wage index adjustment at 
§ 412.525(c) is made on the basis of the 
location of the LTCH in either an urban area 
or a rural area as defined in § 412.503. 
Currently under the LTCH PPS at § 412.503, 
an ‘‘urban area’’ is defined as a Metropolitan 
Statistical Area (which would include a 
metropolitan division, where applicable) as 
defined by the Executive OMB and a ‘‘rural 
area’’ is defined as any area outside of an 
urban area. 

In the RY 2006 LTCH PPS final rule (70 FR 
24184 through 24185), in regulations at 
§ 412.525(c), we revised the labor market area 
definitions used under the LTCH PPS 
effective for discharges occurring on or after 
July 1, 2005, based on the Executive OMB’s 
CBSA designations, which are based on 2000 
Census data. We made this revision because 
we believe that the CBSA-based labor market 
area definitions will ensure that the LTCH 
PPS wage index adjustment most 

appropriately accounts for and reflects the 
relative hospital wage levels in the 
geographic area of the hospital as compared 
to the national average hospital wage level. 
We note that these are the same CBSA-based 
designations implemented for acute care 
hospitals under the IPPS at § 412.64(b), 
effective October 1, 2004 (69 FR 49026 
through 49034). (For further discussion of the 
CBSA-based labor market area (geographic 
classification) definitions currently used 
under the LTCH PPS, we refer readers to the 
RY 2006 LTCH PPS final rule (70 FR 24182 
through 24191).) We have updated the LTCH 
PPS CBSA-based labor market area 
definitions annually since they were adopted 
for RY 2006 (73 FR 26812 through 26814, and 
74 FR 44023 through 44204). 

b. Update to the CBSA-Based Labor Market 
Area Titles and Principal Cities 

On December 1, 2009, the Executive OMB 
announced changes to the principal cities 
and titles of a number of CBSAs and 
Metropolitan Divisions (OMB Bulletin No. 
10–02). In the FY 2011 IPPS/LTCH PPS 
proposed rule (75 FR 24084), under the broad 
authority conferred upon the Secretary by 
section 123 of the BBRA, as amended by 
section 307(b) of BIPA, to determine 
appropriate adjustments under the LTCH 
PPS, we presented the following update to 
our titles and definitions using the Executive 
OMB’s bulletin, which is effective for 
discharges occurring on or after October 1, 
2010. We did not receive any public 
comments on our update to the CBSA titles 
and definitions for FY 2011. 

For FY 2011, as presented in the FY 2011 
IPPS/LTCH PPS proposed rule, the following 
CBSAs have new titles and new principal 
cities: 

• San Marcos, TX qualifies as a new 
principal city of the Austin-Round Rock, TX 
CBSA. The new title is Austin-Round Rock- 
San Marcos, TX CBSA (CBSA Code 12420). 

• Delano, CA qualifies as a new principal 
city of the Bakersfield, CA CBSA. The new 
title: Bakersfield-Delano, CA CBSA (CBSA 
Code 12540). 

• Conroe, TX qualifies as a new principal 
city of the Houston-Sugar Land-Baytown, TX 
CBSA (CBSA Code 26420). The CBSA title is 
unchanged. 

• North Port, FL qualifies as a new 
principal city of the Bradenton-Sarasota- 
Venice, FL CBSA (currently CBSA Code 
14600). The new title is North Port- 
Bradenton-Sarasota, FL CBSA. The new code 
is CBSA 35840. 

• Sanford, FL qualifies as a new principal 
city of the Orlando-Kissimmee, FL CBSA 
(CBSA Code 36740). The new title is 
Orlando-Kissimmee-Sanford, FL CBSA. 

• Glendale, AZ qualifies as a new 
principal city of the Phoenix-Mesa- 
Scottsdale, AZ CBSA. The new title is 
Phoenix-Mesa-Glendale, AZ CBSA (CBSA 
Code 38060). 

• Palm Desert, CA qualifies as a new 
principal city of the Riverside-San 
Bernardino-Ontario, CA CBSA (CBSA Code 
40140). The CBSA title is unchanged. 

• New Braunfels, TX qualifies as a new 
principal city of the San Antonio, TX CBSA. 
The new title is San Antonio-New Braunfels, 
TX CBSA (CBSA Code 41700). 
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• Auburn, WA qualifies as a new principal 
city of the Seattle-Tacoma-Bellevue, WA 
CBSA (CBSA Code 42644). The CBSA title is 
unchanged. 

In addition, the following CBSAs have new 
titles as a result of changes to the order of 
principal cities based on population: 

• Rockville, MD replaces Frederick, MD as 
the second most populous principal city in 
the Bethesda-Frederick-Rockville, MD 
Metropolitan Division. The new title is 
Bethesda-Rockville-Frederick, MD 
Metropolitan Division (CBSA Code 13644). 

• Rock Hill, SC replaces Concord, NC as 
the third most populous principal city in the 
Charlotte-Gastonia-Concord, NC-SC CBSA. 
The new title is Charlotte-Gastonia-Rock Hill, 
NC-SC CBSA (CBSA Code 16740). 

• Joliet, IL replaces Naperville, IL as the 
second most populous principal city in the 
Chicago-Naperville-Joliet, IL Metropolitan 
Division. The new title is Chicago-Joliet- 
Naperville, IL Metropolitan Division (CBSA 
Code 16974). 

• Crestview, FL replaces Fort Walton 
Beach, FL as the most populous principal 
city in the Fort Walton Beach-Crestview- 
Destin, FL CBSA (currently CBSA Code 
23020). The new title is Crestview-Fort 
Walton Beach-Destin, FL CBSA. The new 
code is 18880. 

• Hillsboro, OR replaces Beaverton, OR as 
the third most populous principal city in the 
Portland-Vancouver-Beaverton, OR-WA 
CBSA. The new title is Portland-Vancouver- 
Hillsboro, OR-WA CBSA (CBSA Code 38900). 

• Steubenville, OH replaces Weirton, WV 
as the most populous principal city in the 
Weirton-Steubenville, WV-OH CBSA 
(currently CBSA Code 48260). The new title 
is Steubenville-Weirton, OH-WV CBSA. The 
new CBSA code is 44600. 

OMB Bulletin No. 10–02 is available on the 
OMB Web site at http://www.whitehouse.gov/ 
OMB—go to ‘‘Bulletins’’ or ‘‘Statistical 
Programs and Standards.’’ 

The FY 2011 LTCH PPS wage index values 
presented in Tables 12A and 12B in the 
Addendum of this final rule reflect the 
updates to the CBSA-based labor market area 
titles and codes described above. 

3. LTCH PPS Labor-Related Share 

As noted above in this section, under the 
adjustment for difference in area wage levels 
at § 412.525(c), the labor-related share of a 
LTCH’s PPS Federal prospective payment is 
adjusted by the applicable wage index for the 
labor market area in which the LTCH is 
located. The LTCH PPS labor-related share 
represents the sum of the labor-related 
portion of operating costs (wages and 
salaries, employee benefits, professional fees, 
and all other labor-intensive services) and a 
labor-related portion of capital costs using 
the applicable LTCH PPS market basket. 
Currently, as established in the RY 2007 
LTCH PPS final rule (71 FR 27829 through 
27830), the LTCH PPS labor-related share is 
based on the relative importance of the labor- 
related share of operating costs and capital 
costs of the rehabilitation psychiatric long- 
term care (hospital) (RPL) market basket 
based on FY 2002 data, as they are the best 
available data that reflect the cost structure 
of LTCHs. For the past 3 years (RYs 2008, 
2009, and 2010), we updated the LTCH PPS 

labor-related share annually based on the 
latest available data for the RPL market 
basket. For RY 2010, the labor-related share 
is 75.779 percent, as established in the RY 
2010 LTCH PPS final rule (74 FR 43968 and 
44024). (Additional background information 
on the historical development of the labor- 
related share under the LTCH PPS and the 
development of the RPL market basket can be 
found in the RY 2007 LTCH PPS final rule 
(71 FR 27810 through 27817 and 27829 
through 27830) and the RY 2010 LTCH PPS 
final rule (74 FR 43968).) 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24085), we proposed a labor- 
related share under the LTCH PPS for FY 
2011 of 75.407 percent based on IHS Global 
Insight, Inc.’s first quarter 2010 forecast of 
the FY 2002-based RPL market basket for FY 
2011, as these were the most recent available 
data at that time. Consistent with our 
historical practice of using the best data 
available, we also proposed that if more 
recent data were available to determine the 
labor-related share used under the LTCH PPS 
for FY 2011, we would use these data for 
determining the FY 2011 LTCH PPS labor- 
related share in the final rule. We did not 
receive any public comments on our 
proposed update to the labor-related share for 
FY 2011. 

As discussed in greater detail in section 
VII.C.2.d. of the preamble of this final rule, 
we are using IHS Global Insight, Inc.’s second 
quarter 2010 forecast of the FY 2002-based 
RPL market basket for FY 2011 to determine 
the labor-related share for the LTCH PPS for 
FY 2011 that will be effective for discharges 
occurring on or after October 1, 2010, and 
through September 30, 2011, as these are the 
most recent available data. As we proposed, 
the labor-related share for FY 2011 is the sum 
of the FY 2011 relative importance of each 
labor-related cost category, and reflects the 
different rates of price change for these cost 
categories between the base year (FY 2002) 
and FY 2011. The sum of the relative 
importance for FY 2011 for operating costs 
(wages and salaries, employee benefits, 
professional fees, and all-other labor- 
intensive services) is 71.384 percent and the 
labor-related share of capital costs is 3.887 
percent. Thus, under the authority set forth 
in section 123 of the BBRA as amended by 
section 307(b) of the BIPA, we are 
establishing a labor-related share of 75.271 
percent (71.384 percent + 3.887 percent) 
under the LTCH PPS for the FY 2011, as 
shown in the chart in section VII.C.2.d. of the 
preamble of this final rule. 

4. LTCH PPS Wage Index for FY 2011 

Historically, under the LTCH PPS, we have 
established LTCH PPS wage index values 
calculated from acute care IPPS hospital 
wage data without taking into account 
geographic reclassification under sections 
1886(d)(8) and 1886(d)(10) of the Act (67 FR 
56019). The wage adjustment established 
under the LTCH PPS is based on a LTCH’s 
actual location without regard to the urban or 
rural designation of any related or affiliated 
provider. 

In the RY 2010 LTCH PPS final rule (74 FR 
44024 through 44026), we calculated the 
LTCH PPS wage indices using the same data 
used for the FY 2010 acute care hospital IPPS 

(that is, data from cost reporting periods 
beginning during FY 2006), without taking 
into account geographic reclassification 
under sections 1886(d)(8) and 1886(d)(10) of 
the Act. 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24085 through 24086), to 
determine the applicable wage index values 
under the LTCH PPS for FY 2011, consistent 
with our historical methodology, we 
proposed to use wage data collected from 
cost reports submitted by IPPS hospitals for 
cost reporting periods beginning during FY 
2007, without taking into account geographic 
reclassification under sections 1886(d)(8) and 
1886(d)(10) of the Act, because these data 
(FY 2007) are the most recent complete data 
available. These are the same data used to 
compute the proposed FY 2011 acute care 
hospital inpatient wage index, as discussed 
in section III. of the preamble of that 
proposed rule. (For our rationale for using 
IPPS hospital wage data as a proxy for 
determining the wage index values used 
under the LTCH PPS, we refer readers to the 
FY 2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 44024 through 44025).) In that same 
proposed rule, we proposed to compute the 
FY 2011 LTCH PPS wage index values 
consistent with the urban and rural 
geographic classifications (labor market 
areas) and consistent with the pre- 
reclassified IPPS wage index policy (that is, 
our historical policy of not taking into 
account IPPS geographic reclassifications in 
determining payments under the LTCH PPS). 
We also proposed to continue to use our 
existing policy for determining wage index 
values in areas where there are no IPPS wage 
data. We received no comments on our 
proposed wage index for FY 2011, and are 
adopting our proposed methodology as final 
in this final rule, which is described below. 

For this final rule, consistent with our 
historical methodology and as we proposed, 
to determine the applicable wage index 
values under the LTCH PPS for FY 2011, 
under the broad authority conferred upon the 
Secretary by section 123 of the BBRA, as 
amended by section 307(b) of BIPA, to 
determine appropriate adjustments under the 
LTCH PPS, we are using wage data collected 
from cost reports submitted by IPPS hospitals 
for cost reporting periods beginning during 
FY 2007, without taking into account 
geographic reclassification under sections 
1886(d)(8) and 1886(d)(10) of the Act. We are 
using FY 2007 data because these data are the 
most recent complete data available. These 
are the same data used to compute the FY 
2011 acute care hospital inpatient wage 
index, as discussed in section III. of the 
preamble of this final rule. (As noted above, 
for our rationale for using IPPS hospital wage 
data as a proxy for determining the wage 
index values used under the LTCH PPS, we 
refer readers to the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 44024 through 
44025).) 

As we proposed, the FY 2011 LTCH PPS 
wage index values we are establishing in this 
final rule are computed consistent with the 
urban and rural geographic classifications 
(labor market areas) discussed above in 
section V.B.2. of the Addendum to this final 
rule and consistent with the pre-reclassified 
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IPPS wage index policy (that is, our historical 
policy of not taking into account IPPS 
geographic reclassifications in determining 
payments under the LTCH PPS). As we noted 
in the proposed rule, as with the IPPS wage 
data, wage data for multicampus hospitals 
with campuses located in different labor 
market areas (CBSAs) are apportioned to each 
CBSA where the campus or campuses are 
located (discussed in section III.C. of the 
preamble of this final rule). Furthermore, as 
we proposed, in determining the FY 2011 
LTCH PPS wage index values in this final 
rule, we continued to use our existing policy 
for determining wage index values in areas 
where there are no IPPS wage data. 

As discussed in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 2408), we 
established a methodology for determining a 
LTCH PPS wage index values for areas that 
have no IPPS wage data in the RY 2009 LTCH 
PPS final rule, and as we proposed, we 
continued to use this methodology for FY 
2011. (We refer readers to 73 FR 26817 
through 26818 for an explanation of and 
rationale for our policy.) Under this 
methodology, the LTCH PPS wage index 
value for urban CBSAs with no IPPS wage 
data is determined by using an average of all 
of the urban areas within the State. As was 
the case in RY 2010, there are currently no 
LTCHs located in labor areas without IPPS 
hospital wage data (or IPPS hospitals) for FY 
2011. However, we calculate LTCH PPS wage 
index values for these areas using our 
established methodology in the event that, in 
the future, a LTCH should open in one of 
those areas. 

Based on the FY 2007 IPPS wage data that 
we are using to determine the FY 2011 LTCH 
PPS wage index values in this final rule, 
there are no IPPS wage data for the urban 
area Hinesville-Fort Stewart, GA (CBSA 
25980). (We note, based on the data used for 
the proposed rule, there were no IPPS wage 
data for the urban area of Anderson, SC 
(CBSA 11340). However, based on the 
updated IPPS wage data used for this final 
rule, there is now data to compute a wage 
index value for CBSA 11340; therefore, it is 
no longer necessary to use our established 
methodology for determining a wage index 
value for areas that have no IPPS wage data 
for CBSA 11340 for FY 2011 in this final 
rule.) Consistent with the methodology 
discussed above, as proposed, we calculated 
the FY 2011 wage index value for CBSA 
25980 as the average of the wage index 
values for all of the other urban areas within 
the State of Georgia (that is, CBSAs 10500, 
12020, 12060, 12260, 15260, 16860, 17980, 

19140, 23580, 31420, 40660, 42340, 46660 
and 47580) (reflected in Table 12A of the 
Addendum to this final rule). (As noted 
above, there are currently no LTCHs located 
in CBSA 25980.) As noted in the proposed 
rule, as IPPS wage data are dynamic, it is 
possible that urban areas without IPPS wage 
data will vary in the future. 

As we proposed, in this final rule for FY 
2011, using our established methodology, we 
calculated a LTCH PPS wage index value for 
rural areas with no IPPS wage data using the 
unweighted average of the wage indices from 
all of the CBSAs that are contiguous to the 
rural counties of the State (for an explanation 
of this policy, we refer readers to 73 FR 
26818). For this purpose, we define 
‘‘contiguous’’ as sharing a border. Based on 
the FY 2007 IPPS wage data that we are using 
to determine the FY 2011 LTCH PPS wage 
index values in this final rule, there are no 
IPPS wage data for the rural area of 
Massachusetts (CBSA code 22). Consistent 
with the methodology discussed above, as 
proposed, the FY 2011 wage index value for 
rural Massachusetts is computed using the 
unweighted average of the wage indices from 
all of the CBSAs contiguous to the rural 
counties in that State. Specifically, the entire 
Massachusetts rural area consists of Dukes 
and Nantucket counties. The borders of 
Dukes and Nantucket counties are 
‘‘contiguous’’ with Barnstable County, MA, 
and Bristol County, MA. Therefore, the FY 
2011 LTCH PPS wage index value for rural 
Massachusetts is computed as the 
unweighted average of the FY 2011 wage 
indexes for Barnstable County and Bristol 
County (reflected in Tables 12A and 12B in 
the Addendum to this final rule). (There are 
currently no LTCHs located in rural 
Massachusetts.) As noted above, as IPPS 
wage data are dynamic, it is possible that 
rural areas without IPPS wage data will vary 
in the future. 

The FY 2011 LTCH wage index values that 
will be applicable for LTCH discharges 
occurring on or after October 1, 2010, 
through September 30, 2011, are presented in 
Table 12A (for urban areas) and Table 12B 
(for rural areas) in the Addendum of this 
final rule. 

5. LTCH PPS Cost-of-Living Adjustment for 
LTCHs Located in Alaska and Hawaii 

In the August 30, 2002 final rule (67 FR 
56022), we established, under § 412.525(b), a 
cost-of-living adjustment (COLA) for LTCHs 
located in Alaska and Hawaii to account for 
the higher costs incurred in those States. In 
the FY 2010 IPPS/RY 2010 LTCH PPS final 

rule (74 FR 44026) (under the broad authority 
conferred upon the Secretary by section 123 
of the BBRA as amended by section 307(b) 
of BIPA to determine appropriate 
adjustments under the LTCH PPS), for RY 
2010, we applied a COLA to payments to 
LTCHs located in Alaska and Hawaii by 
multiplying the standard Federal payment 
rate by the factors listed in Table III of that 
same rule. 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24086), for FY 2011, consistent 
with our current policy, we proposed to 
apply a COLA to payments to LTCHs located 
in Alaska and Hawaii by multiplying the 
standard Federal payment rate by the factors 
listed in the chart in section V.B.5. of the 
Addendum to the proposed rule because 
those factors were the most recent available 
data at that time. The proposed factors were 
obtained from the U.S. Office of Personnel 
Management (OPM) and were also proposed 
to be used under the IPPS, effective October 
1, 2010 (section II.B.2. of the Addendum to 
the proposed rule). We also noted that there 
had been no change in the COLA factors 
since the current factors were established in 
the FY 2010 IPPS/RY 2010 LTCH PPS final 
rule. Furthermore, we proposed that if OPM 
released revised COLA factors before 
publication of the final rule, we would use 
the revised factors for the development of 
LTCH PPS payments for FY 2011 and publish 
those revised COLA factors in the final rule. 
We did not receive any public comments on 
our proposed COLA to payments to LTCHs 
located in Alaska and Hawaii for FY 2011. 
We note OPM has not released revised COLA 
factors since the publication of the proposed 
rule. 

In this final rule, for FY 2011, under the 
broad authority conferred upon the Secretary 
by section 123 of the BBRA, as amended by 
section 307(b) of BIPA, to determine 
appropriate adjustments under the LTCH 
PPS, consistent with our current policy, we 
will apply a COLA to payments to LTCHs 
located in Alaska and Hawaii by multiplying 
the standard Federal payment rate by the 
factors listed in the chart below because they 
are the most recent available data at this 
time. These factors were obtained from the 
U.S. Office of Personnel Management (OPM) 
and will also be used under the IPPS, 
effective October 1, 2010 (section II.B.2. of 
the Addendum to this final rule). As noted 
above, there has been no change in the COLA 
factors since the current factors were 
established in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule. 

COST-OF-LIVING ADJUSTMENT FACTORS FOR ALASKA AND HAWAII HOSPITALS FOR THE LTCH PPS FOR FY 2011 

Alaska: 
City of Anchorage and 80-kilometer (50-mile) radius by road ......................................................................................................... 1.23 
City of Fairbanks and 80-kilometer (50-mile) radius by road .......................................................................................................... 1.23 
City of Juneau and 80-kilometer (50-mile) radius by road .............................................................................................................. 1.23 
All other areas of Alaska .................................................................................................................................................................. 1.25 

Hawaii: 
City and County of Honolulu ............................................................................................................................................................ 1.25 
County of Hawaii .............................................................................................................................................................................. 1.18 
County of Kauai ................................................................................................................................................................................ 1.25 
County of Maui and County of Kalawao .......................................................................................................................................... 1.25 
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C. Adjustment for LTCH PPS High-Cost 
Outlier (HCO) Cases 

1. Background 

Under the broad authority conferred upon 
the Secretary by section 123 of the BBRA as 
amended by section 307(b) of BIPA, in the 
regulations at § 412.525(a), we established an 
adjustment for additional payments for 
outlier cases that have extraordinarily high 
costs relative to the costs of most discharges. 
We refer to these cases as high cost outliers 
(HCOs). Providing additional payments for 
outliers strongly improves the accuracy of the 
LTCH PPS in determining resource costs at 
the patient and hospital level. These 
additional payments reduce the financial 
losses that would otherwise be incurred 
when treating patients who require more 
costly care and, therefore, reduce the 
incentives to underserve these patients. We 
set the outlier threshold before the beginning 
of the applicable rate year so that total 
estimated outlier payments are projected to 
equal 8 percent of total estimated payments 
under the LTCH PPS. 

Under § 412.525(a) in the regulations (in 
conjunction with § 412.503), we make outlier 
payments for any discharges if the estimated 
cost of a case exceeds the adjusted LTCH PPS 
payment for the MS–LTC–DRG plus a fixed- 
loss amount. Specifically, in accordance with 
§ 412.525(a)(3) (in conjunction with 
§ 412.503), we pay outlier cases 80 percent of 
the difference between the estimated cost of 
the patient case and the outlier threshold, 
which is the sum of the adjusted Federal 
prospective payment for the MS–LTC–DRG 
and the fixed-loss amount. The fixed-loss 
amount is the amount used to limit the loss 
that a hospital will incur under the outlier 
policy for a case with unusually high costs. 
This results in Medicare and the LTCH 
sharing financial risk in the treatment of 
extraordinarily costly cases. Under the LTCH 
PPS HCO policy, the LTCH’s loss is limited 
to the fixed-loss amount and a fixed 
percentage of costs above the outlier 
threshold (MS–LTC–DRG payment plus the 
fixed-loss amount). The fixed percentage of 
costs is called the marginal cost factor. We 
calculate the estimated cost of a case by 
multiplying the Medicare allowable covered 
charge by the hospital’s overall hospital CCR. 

Under the LTCH PPS, we determine a 
fixed-loss amount, that is, the maximum loss 
that a LTCH can incur under the LTCH PPS 
for a case with unusually high costs before 
the LTCH will receive any additional 
payments. We calculate the fixed-loss 
amount by estimating aggregate payments 
with and without an outlier policy. The 
fixed-loss amount results in estimated total 
outlier payments being projected to be equal 
to 8 percent of projected total LTCH PPS 
payments. Currently, MedPAR claims data 
and CCRs based on data from the most recent 
Provider-Specific File (PSF) (or from the 
applicable statewide average CCR if a LTCH’s 
CCR data are faulty or unavailable) are used 
to establish a fixed-loss threshold amount 
under the LTCH PPS. 

2. Determining LTCH CCRs Under the LTCH 
PPS 

a. Background 

The following is a discussion of CCRs that 
are used in determining payments for HCO 
and SSO cases under the LTCH PPS, at 
§ 412.525(a) and § 412.529, respectively. 
Although this section is specific to HCO 
cases, because CCRs and the policies and 
methodologies pertaining to them are used in 
determining payments for both HCO and SSO 
cases (to determine the estimated cost of the 
case at § 412.529(d)(2)), we are discussing the 
determination of CCRs under the LTCH PPS 
for both of these types of cases 
simultaneously. 

In determining both HCO payments (at 
§ 412.525(a)) and SSO payments (at 
§ 412.529), we calculate the estimated cost of 
the case by multiplying the LTCH’s overall 
CCR by the Medicare allowable charges for 
the case. In general, we use the LTCH’s 
overall CCR, which is computed based on 
either the most recently settled cost report or 
the most recent tentatively settled cost report, 
whichever is from the latest cost reporting 
period, in accordance with 
§ 412.525(a)(4)(iv)(B) and § 412.529(f)(4)(ii) 
for HCOs and SSOs, respectively. (We note 
that, in some instances, we use an alternative 
CCR, such as the statewide average CCR in 
accordance with the regulations at 
§ 412.525(a)(4)(iv)(C) and § 412.529(f)(4)(iii), 
or a CCR that is specified by CMS or that is 
requested by the hospital under the 
provisions of the regulations at 
§ 412.525(a)(4)(iv)(A) and § 412.529(f)(4)(i).) 
Under the LTCH PPS, a single prospective 
payment per discharge is made for both 
inpatient operating and capital-related costs. 
Therefore, we compute a single ‘‘overall’’ or 
‘‘total’’ LTCH-specific CCR based on the sum 
of LTCH operating and capital costs (as 
described in Section 150.24, Chapter 3, of the 
Medicare Claims Processing Manual (Pub. 
100–4)) as compared to total charges. 
Specifically, a LTCH’s CCR is calculated by 
dividing a LTCH’s total Medicare costs (that 
is, the sum of its operating and capital 
inpatient routine and ancillary costs) by its 
total Medicare charges (that is, the sum of its 
operating and capital inpatient routine and 
ancillary charges). 

b. LTCH Total CCR Ceiling 

Generally, a LTCH is assigned the 
applicable statewide average CCR if, among 
other things, a LTCH’s CCR is found to be in 
excess of the applicable maximum CCR 
threshold (that is, the LTCH CCR ceiling). 
This is because CCRs above this threshold are 
most likely due to faulty data reporting or 
entry, and, therefore, CCRs based on 
erroneous data should not be used to identify 
and make payments for outlier cases. Thus, 
under our established policy, generally, if a 
LTCH’s calculated CCR is above the 
applicable ceiling, the applicable LTCH PPS 
statewide average CCR is assigned to the 
LTCH instead of the CCR computed from its 
most recent (settled or tentatively settled) 
cost report data. 

In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 44027), in accordance with 
§ 412.525(a)(4)(iv)(C)(2) for HCOs and 
§ 412.529(f)(4)(iii)(B) for SSOs, using our 

established methodology for determining the 
LTCH total CCR ceiling, based on IPPS total 
CCR data from the March 2009 update of the 
PSF, we established a total CCR ceiling of 
1.232 under the LTCH PPS, effective October 
1, 2009, through September 30, 2010. (For 
further detail on our current methodology for 
annually determining the LTCH total CCR 
ceiling, we refer readers to the FY 2007 IPPS 
final rule (71 FR 48119 through 48121).) 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24087), in accordance with 
§ 412.525(a)(4)(iv)(C)(2) for HCOs and 
§ 412.529(f)(4)(iii)(B) for SSOs, using our 
established methodology for determining the 
LTCH total CCR ceiling (described above), 
based on IPPS total CCR data from the 
December 2009 update of the PSF, we 
proposed to establish a total CCR ceiling of 
1.230 under the LTCH PPS that would be 
effective for discharges occurring on or after 
October 1, 2010, through September 30, 2011. 

In this final rule, in accordance with 
§ 412.525(a)(4)(iv)(C)(2) for HCOs and 
§ 412.529(f)(4)(iii)(B) for SSOs, consistent 
with our policy of using the best available 
data and using our established methodology 
for determining the LTCH total CCR ceiling 
(described above), based on IPPS total CCR 
data from the March 2010 update of the PSF, 
we are establishing a total CCR ceiling of 
1.231 under the LTCH PPS that will be 
effective for discharges occurring on or after 
October 1, 2010, through September 30, 2011. 

c. LTCH Statewide Average CCRs 

Our general methodology established for 
determining the statewide average CCRs used 
under the LTCH PPS is similar to our 
established methodology for determining the 
LTCH total CCR ceiling (described above) 
because it is based on ‘‘total’’ IPPS CCR data. 
Under the LTCH PPS HCO policy at 
§ 412.525(a)(4)(iv)(C) and the SSO policy at 
§ 412.529(f)(4)(iii), the fiscal intermediary or 
MAC may use a statewide average CCR, 
which is established annually by CMS, if it 
is unable to determine an accurate CCR for 
a LTCH in one of the following 
circumstances: (1) new LTCHs that have not 
yet submitted their first Medicare cost report 
(for this purpose, consistent with current 
policy, a new LTCH is defined as an entity 
that has not accepted assignment of an 
existing hospital’s provider agreement in 
accordance with § 489.18); (2) LTCHs whose 
CCR is in excess of the LTCH CCR ceiling; 
and (3) other LTCHs for whom data with 
which to calculate a CCR are not available 
(for example, missing or faulty data). (Other 
sources of data that the fiscal intermediary or 
MAC may consider in determining a LTCH’s 
CCR include data from a different cost 
reporting period for the LTCH, data from the 
cost reporting period preceding the period in 
which the hospital began to be paid as a 
LTCH (that is, the period of at least 6 months 
that it was paid as a short-term acute care 
hospital), or data from other comparable 
LTCHs, such as LTCHs in the same chain or 
in the same region.) 

In Table 8C of the Addendum to the FY 
2010 IPPS/RY 2010 LTCH PPS final rule (74 
FR 44160 through 44161), in accordance with 
the regulations at § 412.525(a)(4)(iv)(C) for 
HCOs and § 412.529(f)(4)(iii) for SSOs, using 
our established methodology for determining 
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the LTCH statewide average CCRs, based on 
using the most recent complete IPPS total 
CCR data from the March 2009 update of the 
PSF, we established the LTCH PPS statewide 
average total CCRs for urban and rural 
hospitals effective for discharges occurring 
on or after October 1, 2009, through 
September 30, 2010. (For further detail on 
our current methodology for annually 
determining the LTCH statewide average 
CCRs, we refer readers to the FY 2007 IPPS 
final rule (71 FR 48119 through 48121).) 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24087), using our established 
methodology for determining the LTCH 
statewide average CCRs, based on the most 
recent complete IPPS total CCR data from the 
December 2009 update of the PSF, we 
proposed to establish LTCH PPS statewide 
average total CCRs for urban and rural 
hospitals that would be effective for 
discharges occurring on or after October 1, 
2010, through September 30, 2011, in Table 
8C of the Addendum to that proposed rule. 

In this final rule, consistent with our 
historical practice of using the best available 
data and using our established methodology 
for determining the LTCH statewide average 
CCRs, based on the most recent complete 
IPPS total CCR data from the March 2010 
update of the PSF, we are establishing LTCH 
PPS statewide average total CCRs for urban 
and rural hospitals that will be effective for 
discharges occurring on or after October 1, 
2010, through September 30, 2011, in Table 
8C of the Addendum to this final rule. 

As we noted in the FY 2011 IPPS/LTCH 
PPS proposed rule (75 FR 24088), all areas 
in the District of Columbia, New Jersey, 
Puerto Rico, and Rhode Island are classified 
as urban. Therefore, there are no rural 
statewide average total CCRs listed for those 
jurisdictions in Table 8C of the Addendum 
to this final rule. This policy is consistent 
with the policy that we established when we 
revised our methodology for determining the 
applicable LTCH statewide average CCRs in 
the FY 2007 IPPS final rule (71 FR 48119 
through 48121) and is the same as the policy 
applied under the IPPS. In addition, although 
Massachusetts has areas that are designated 
as rural, there are no short-term acute care 
IPPS hospitals or LTCHs located in those 
areas as of March 2010. Therefore, there is no 
rural statewide average total CCR listed for 
rural Massachusetts in Table 8C of the 
Addendum to this final rule. 

In addition, as we discussed in the FY 
2011 IPPS/LTCH PPS proposed rule (75 FR 
24088), consistent with our existing 
methodology, in determining the urban and 
rural statewide average total CCRs for 
Maryland LTCHs paid under the LTCH PPS, 
in this final rule, we use, as a proxy, the 
national average total CCR for urban IPPS 
hospitals and the national average total CCR 
for rural IPPS hospitals, respectively. We use 
this proxy because we believe that the CCR 
data on the PSF for Maryland hospitals may 
not be entirely accurate (as discussed in 
greater detail in the FY 2007 IPPS final rule 
(71 FR 48120)). 

d. Reconciliation of LTCH HCO and SSO 
Payments 

We note that under the LTCH PPS HCO 
policy at § 412.525(a)(4)(iv)(D) and the LTCH 

PPS SSO policy at § 412.529(f)(4)(iv), the 
payments for HCO and SSO cases, 
respectively, are subject to reconciliation. 
Specifically, any reconciliation of outlier 
payments is based on the CCR that is 
calculated based on a ratio of CCRs computed 
from the relevant cost report and charge data 
determined at the time the cost report 
coinciding with the discharge is settled. For 
additional information, we refer readers to 
the RY 2009 LTCH PPS final rule (73 FR 
26820 through 26821). 

3. Establishment of the LTCH PPS Fixed-Loss 
Amount for FY 2011 

When we implemented the LTCH PPS, as 
discussed in the August 30, 2002 LTCH PPS 
final rule (67 FR 56022 through 56026), 
under the broad authority of section 123 of 
the BBRA as amended by section 307(b) of 
BIPA, we established a fixed-loss amount so 
that total estimated outlier payments are 
projected to equal 8 percent of total estimated 
payments under the LTCH PPS. To determine 
the fixed-loss amount, we estimate outlier 
payments and total LTCH PPS payments for 
each case using claims data from the 
MedPAR files. Specifically, to determine the 
outlier payment for each case, we estimate 
the cost of the case by multiplying the 
Medicare covered charges from the claim by 
the applicable CCR. Under § 412.525(a)(3) (in 
conjunction with § 412.503), if the estimated 
cost of the case exceeds the outlier threshold 
(the sum of the adjusted Federal prospective 
payment for the MS–LTC–DRG and the fixed- 
loss amount), we pay an outlier payment 
equal to 80 percent of the difference between 
the estimated cost of the case and the outlier 
threshold (the sum of the adjusted Federal 
prospective payment for the MS–LTC–DRG 
and the fixed-loss amount). 

In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 44028), we used our existing 
methodology to calculate the fixed-loss 
amount for RY 2010 in order to maintain 
estimated HCO payments at the projected 8 
percent of total estimated LTCH PPS 
payments. Specifically, we used LTCH 
claims data from the March 2009 update of 
the FY 2008 MedPAR files and CCRs from 
the March 2009 update of the PSF to 
determine a fixed-loss amount that would 
result in estimated outlier payments 
projected to be equal to 8 percent of total 
estimated payments in RY 2010 because 
those data were the most recent complete 
LTCH data available at that time. In that same 
final rule, we established a fixed-loss amount 
of $18,425 for RY 2010. 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24088), we proposed to continue 
to use our existing methodology to calculate 
the proposed fixed-loss amount for FY 2011 
(based on updated data and the proposed 
rates and policies presented in that proposed 
rule) in order to maintain estimated HCO 
payments at the projected 8 percent of total 
estimated LTCH PPS payments. (For an 
explanation of our rationale for establishing 
an HCO payment ‘‘target’’ of 8 percent of total 
estimated LTCH payments, we refer readers 
to the August 30, 2002 LTCH PPS final rule 
(67 FR 56022 through 56024).) Consistent 
with our historical practice of using the best 
data available, in determining the proposed 
fixed-loss amount for FY 2011, we used the 

most recent available LTCH claims data and 
CCR data at that time. Specifically, we used 
LTCH claims data from the December 2009 
update of the FY 2009 MedPAR files and 
CCRs from the December 2009 update of the 
PSF to determine a fixed-loss amount that 
would result in estimated outlier payments 
projected to be equal to 8 percent of total 
estimated payments in FY 2011 because 
these data are the most recent complete 
LTCH data currently available. Consistent 
with the historical practice of using the best 
available data, we also proposed that if more 
recent LTCH claims data become available, 
we would use them for determining the 
fixed-loss amount for FY 2011 in the final 
rule. Furthermore, we proposed to determine 
the FY 2011 fixed-loss amount based on the 
MS–LTC–DRG classifications and relative 
weights from the version of the GROUPER 
that will be in effect as of the beginning of 
FY 2011, that is, proposed Version 28.0 of the 
GROUPER. 

As noted above in section V.A. of this 
Addendum, although a number of the 
provisions of the Affordable Care Act affected 
the LTCH PPS, due to the timing of the 
passage of the legislation, we were unable to 
address those provisions in the May 4, 2010 
FY 2011 IPPS/LTCH PPS proposed rule, and 
therefore, the proposed policies and payment 
rates in that proposed rule did not reflect the 
new legislation. We addressed the provisions 
of the Affordable Care Act that affected our 
proposed policies and payment rates for FY 
2011 under the LTCH PPS in the June 2, 2010 
FY 2010 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30918). In that 
supplemental proposed rule (75 FR 30980 
through 30981), we proposed a revised 
standard Federal rate for FY 2011 that was 
developed consistent with the provisions of 
newly added sections 1886(m)(3)(A)(ii) and 
(m)(4)(B) of the Act. This revision to the 
proposed standard Federal rate for FY 2011 
also required us to revise the proposed HCO 
fixed-loss amount for FY 2011. This was 
necessary in order to maintain the 
requirement that the fixed-loss amount 
results in estimated total outlier payments 
being projected to be equal to 8 percent of 
projected total LTCH PPS payments. 

In the June 2, 2010 FY 2010 IPPS/LTCH 
PPS supplemental proposed rule (75 FR 
30981), under the broad authority of section 
123(a)(1) of the BBRA and section 307(b)(1) 
of BIPA, we proposed to establish a fixed-loss 
amount of $19,254 for FY 2011. Thus, we 
would pay an outlier case 80 percent of the 
difference between the estimated cost of the 
case and the outlier threshold (the sum of the 
adjusted Federal LTCH payment for the MS– 
LTC–DRG and the fixed-loss amount of 
$19,254). We also discussed that the 
proposed fixed-loss amount of $19,254 for FY 
2011 is slightly higher than the revised RY 
2010 fixed-loss amount of $18,615 
(established in the June 2, 2010 FY 2010 
IPPS/RY 2010 LTCH PPS notice (75 FR 
31130)). Based on our payment simulations 
using the most recent available data at that 
time and the proposed 0.59 percent reduction 
to the standard Federal rate for FY 2011, the 
proposed increase in the fixed-loss amount 
for FY 2011 would be necessary to maintain 
the existing requirement that estimated 
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outlier payments would equal 8 percent of 
estimated total LTCH PPS payments. (For 
further information on the existing 8 percent 
HCO ‘‘target’’ requirement, as noted above, we 
refer readers to the August 30, 2002 LTCH 
PPS final rule (67 FR 56022 through 56024.) 
Maintaining the fixed-loss amount at the 
current level would result in HCO payments 
that are greater than the current regulatory 
requirement 8 percent requirement because a 
higher fixed-loss amount would result in 
fewer cases qualifying as outlier cases as well 
as decreases the amount of the additional 
payment for a HCO case because the 
maximum loss that a LTCH must incur before 
receiving an HCO payment (that is, the fixed- 
loss amount) would be larger. For these 
reasons, we believed that proposing to raise 
the fixed-loss amount was appropriate and 
necessary to maintain that estimated outlier 
payments would equal 8 percent of estimated 
total LTCH PPS payments as required under 
§ 412.525(a). 

Comment: One commenter expressed 
concern that CMS erred in its calculation or 
changed its methodology for determining the 
proposed fixed-loss amount of $19,254 for FY 
2011, and requested that CMS review its 
calculation of the FY 2011 fixed-loss amount 
for the final rule. The commenter stated that 
its calculation of the fixed-loss amount for 
FY 2011 was ‘‘significantly lower’’ than the 
proposed fixed-loss amount of $19,254. The 
commenter suggested that CMS may have 
failed to account for cost inflation when 
using the FY 2009 LTCH claims data or that 
CMS may have incorrectly computed the 
‘‘blend’’ for SSO cases (that is, the SSO 
payment option at § 412.529(c)(2)(iv)) that are 
also eligible for HCO payments. 

Response: We reviewed our calculation of 
the proposed FY 2011 fixed-loss amount of 
$19,254 from the FY 2011 IPPS/LTCH PPS 
proposed rule, and we have found no errors 
or misapplication of our stated methodology. 
Specifically, we have ensured that our 
calculation accounts for cost inflation when 
using the FY 2009 claims data to estimate 
HCO and SSO payments for FY 2011 as we 
noted in the FY 2011 IPPS/LTCH PPS 
proposed rule. Consistent with our historical 
practice, we stated in the FY 2011 IPPS/ 
LTCH PPS proposed rule that to model HCO 
and SSO payments for FY 2011 we applied 
an inflation factor of 1.049 (determined by 
our actuaries) to the estimated costs of each 
case determined from the charges reported on 
the claims in the FY 2009 MedPAR files and 
the best available CCRs from the December 
2009 update of the PSF (75 FR 31113). We 
also reviewed our calculations to ensure that 
we were correctly determining SSO 
payments, especially for those SSO cases that 
are eligible for HCO payments, and found no 
miscalculations. As noted below, generally it 
is only in rare circumstances that a LTCH 
case qualifies as both a SSO case and a HCO 
case. In fact, SSO cases that are eligible for 
HCO payments typically represent less than 
1 percent of all LTCH cases and, therefore, 
have little effect on the derivation of the 
fixed-loss amount. Therefore, we are 
adopting our proposed methodology as final 
and consistent with our proposal, we applied 
that methodology to the latest available data 
to determine the FY 2011 fixed-loss amount 
in this final rule. 

For FY 2011, in this final rule, as proposed, 
we continue to use our existing methodology 
to calculate the fixed-loss amount (based on 
updated data and the rates and policies 
presented in this final rule) in order to 
maintain estimated HCO payments at the 
projected 8 percent of total estimated LTCH 
PPS payments. (For an explanation of our 
rationale for establishing an HCO payment 
‘‘target’’ of 8 percent of total estimated LTCH 
PPS payments, we refer readers to the August 
30, 2002 LTCH PPS final rule (67 FR 56022 
through 56024).) Consistent with our 
historical practice of using the best data 
available, as we proposed, in determining the 
fixed-loss amount for FY 2011, we use the 
most recent available LTCH claims data and 
CCR data. Specifically, for this final rule, we 
used LTCH claims data from the March 2010 
update of the FY 2009 MedPAR files and 
CCRs from the March 2010 update of the PSF 
to determine a fixed-loss amount that would 
result in estimated outlier payments 
projected to be equal to 8 percent of total 
estimated payments in FY 2011 because 
these data are the most recent complete 
LTCH data currently available. Furthermore, 
as we proposed, we determined the FY 2011 
fixed-loss amount based on the MS–LTC– 
DRG classifications and relative weights from 
the version of the GROUPER that will be in 
effect as of the beginning of FY 2011, that is, 
Version 28.0 of the GROUPER (discussed in 
section VII.B. of the preamble of this final 
rule). 

In this final rule, under the broad authority 
of section 123(a)(1) of the BBRA and section 
307(b)(1) of BIPA, we are establishing a fixed- 
loss amount of $18,785 for FY 2011. Thus, 
we will pay an outlier case 80 percent of the 
difference between the estimated cost of the 
case and the outlier threshold (the sum of the 
adjusted Federal LTCH payment for the MS– 
LTC–DRG and the fixed-loss amount of 
$18,785). 

The fixed-loss amount for FY 2011 of 
$18,785 is slightly higher than the RY 2010 
fixed-loss amount of $18,425. As discussed 
in the FY 2011 IPPS/LTCH PPS supplemental 
proposed rule (75 FR 30981) and as reiterated 
above, we believe that increasing the fixed- 
loss amount is appropriate and necessary to 
maintain that estimated outlier payments 
would equal 8 percent of estimated total 
LTCH PPS payments as required under 
§ 412.525(a). We also note that the FY 2011 
fixed-loss amount of $18,785 is slightly less 
than the proposed FY 2011 fixed-loss amount 
of $19,254. We believe that the increase in 
the LTCH PPS FY 2011 market basket 
estimate from 1.9 percent in the FY 2011 
IPPS/LTCH PPS supplemental proposed rule 
(that is, the estimated full market basket 
percentage increase of 2.4 percent minus 0.50 
percentage point) to 2.0 percent for this final 
rule (that is, the estimated full market basket 
percentage increase of 2.5 percent minus 0.50 
percentage point) contributed to a slightly 
lower final HCO fixed-loss amount for FY 
2011. Specifically, the additional 0.1 
percentage point increase to the standard 
federal rate increases payments to all cases, 
which reduces the amount of HCO payments 
for ‘‘unusually costly’’ cases, and therefore 
requires that we establish a lower fixed-loss 
amount for FY 2011 (as compared to the 

proposed FY 2011 fixed-loss amount) to 
increase HCO payments in order to maintain 
the established HCO payment ‘‘target’’ of 8 
percent of total estimated LTCH PPS 
payments. 

4. Application of Outlier Policy to SSO Cases 

As we discussed in the August 30, 2002 
final rule (67 FR 56026), under some rare 
circumstances, a LTCH discharge could 
qualify as a SSO case (as defined in the 
regulations at § 412.529 in conjunction with 
§ 412.503) and also as a HCO case. In this 
scenario, a patient could be hospitalized for 
less than five-sixths of the geometric average 
length of stay for the specific MS–LTC–DRG, 
and yet incur extraordinarily high treatment 
costs. If the costs exceeded the HCO 
threshold (that is, the SSO payment plus the 
fixed-loss amount), the discharge is eligible 
for payment as a HCO. Thus, for a SSO case 
in FY 2011, the HCO payment would be 80 
percent of the difference between the 
estimated cost of the case and the outlier 
threshold (the sum of the fixed-loss amount 
of $18,785 and the amount paid under the 
SSO policy as specified in § 412.529). 

D. Computing the Adjusted LTCH PPS 
Federal Prospective Payments for FY 2011 

In accordance with § 412.525, the standard 
Federal rate is adjusted to account for 
differences in area wages by multiplying the 
labor-related share of the standard Federal 
rate by the appropriate LTCH PPS wage 
index (as shown in Tables 12A and 12B of 
the Addendum of this final rule). The 
standard Federal rate is also adjusted to 
account for the higher costs of hospitals in 
Alaska and Hawaii by multiplying the 
nonlabor-related share of the standard 
Federal rate by the appropriate cost-of-living 
factor (shown in the chart in section V.C.5. 
of the Addendum of this final rule). In this 
final rule, we are establishing a standard 
Federal rate for FY 2011 of $39,599.95, as 
discussed in section VII.C.2. of the 
Addendum of this final rule. We illustrate 
the methodology to adjust the LTCH PPS 
Federal rate for FY 2011 in the following 
example: 

Example: 
During FY 2011, a Medicare patient is in 

a LTCH located in Chicago, Illinois (CBSA 
16974). The FY 2011 LTCH PPS wage index 
value for CBSA 16974 is 1.0593 (Table 12A 
of the Addendum of this final rule). The 
Medicare patient is classified into MS–LTC– 
DRG 28 (Spinal Procedures with MCC), 
which has a relative weight for FY 2011 of 
1.0928 (Table 11 of the Addendum of this 
final rule). 

To calculate the LTCH’s total adjusted 
Federal prospective payment for this 
Medicare patient, we compute the wage- 
adjusted Federal prospective payment 
amount by multiplying the unadjusted 
standard Federal rate ($39,599.05) by the 
labor-related share (75.271 percent) and the 
wage index value (1.0593). This wage- 
adjusted amount is then added to the 
nonlabor-related portion of the unadjusted 
standard Federal rate (24.729 percent; 
adjusted for cost of living, if applicable) to 
determine the adjusted Federal rate, which is 
then multiplied by the MS–LTC–DRG 
relative weight (1.0928) to calculate the total 
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adjusted Federal LTCH PPS prospective 
payment for FY 2011 ($45,206.43). The table 

below illustrates the components of the 
calculations in this example. 

Unadjusted Standard Federal Prospective Payment Rate ..................................... $39,599.95 
Labor-Related Share ............................................................................................... × 0.75271 
Labor-Related Portion of the Federal Rate ............................................................. = $29,807.28 
Wage Index (CBSA 16974) ..................................................................................... × 1.0593 
Wage-Adjusted Labor Share of Federal Rate ......................................................... = $31,574.85 
Nonlabor-Related Portion of the Federal Rate ($39,599.95 × 0.24729) ................. + $9,792.67 
Adjusted Federal Rate Amount ............................................................................... = $41,367.52 
MS–LTC–DRG 28 Relative Weight ......................................................................... × 1.0928 

Total Adjusted Federal Prospective Payment .................................................. = $45,206.43 

VI. Tables 
This section contains the tables referred to 

throughout the preamble to this final rule 
and in this Addendum. Tables 1A, 1B, 1C, 
1D, 1E, 2, 3A, 3B, 4A, 4B, 4C, 4D–2, 4E, 4F, 
4J, 5, 7A, 7B, 8A, 8B, 8C, 9A, 9C, 10, 11, 12A, 
and 12B are presented below. The following 
tables are available only through the Internet 
on the CMS Web site at http:// 
www.cms.hhs.gov/AcuteInpatientPPS/: 
Table 6G.—Additions to the CC Exclusions 

List 
Table 6H.—Deletions From the CC 

Exclusions List 
Table 6I.—Complete MCC List 
Table 6I.1.—Additions to the MCC List 
Table 6I.2.—Deletions to the MCC List 
Table 6J.—Complete CC List 
Table 6J.1.—Additions to the CC List 
Table 6J.2.—Deletions to the CC List 
Table 6K.—Complete List of CC Exclusions 

The tables presented below are as follows: 
Table 1A.—National Adjusted Operating 

Standardized Amounts, Labor/Nonlabor 
(68.8 Percent Labor Share/31.2 Percent 
Nonlabor Share If Wage Index Is Greater 
Than 1) 

Table 1B.—National Adjusted Operating 
Standardized Amounts, Labor/Nonlabor 
(62 Percent Labor Share/38 Percent 
Nonlabor Share If Wage Index Is Less Than 
or Equal To 1) 

Table 1C.—Adjusted Operating Standardized 
Amounts for Puerto Rico, Labor/Nonlabor 

Table 1D.—Capital Standard Federal 
Payment Rate 

Table 1E.—LTCH Standard Federal 
Prospective Payment Rate 

Table 2.—Acute Care Hospitals Case-Mix 
Indexes for Discharges Occurring in 
Federal Fiscal Year 2009; Hospital Wage 
Indexes for Federal Fiscal Year 2011; 
Hospital Average Hourly Wages for Federal 
Fiscal Years 2009 (2005 Wage Data), 2010 
(2006 Wage Data), and 2011 (2007 Wage 

Data); and 3-Year Average of Hospital 
Average Hourly Wages 

Table 3A.—FY 2011 and 3-Year Average 
Hourly Wage for Acute Care Hospitals in 
Urban Areas by CBSA 

Table 3B.—FY 2011 and 3-Year Average 
Hourly Wage for Acute Care Hospitals in 
Rural Areas by CBSA 

Table 4A.—Wage Index and Capital 
Geographic Adjustment Factor (GAF) for 
Acute Care Hospitals in Urban Areas by 
CBSA and by State—FY 2011 

Table 4B.—Wage Index and Capital 
Geographic Adjustment Factor (GAF) for 
Acute Care Hospitals in Rural Areas by 
CBSA and by State—FY 2011 

Table 4C.—Wage Index and Capital 
Geographic Adjustment Factor (GAF) for 
Acute Care Hospitals That Are Reclassified 
by CBSA and by State—FY 2011 

Table 4D–2.—States Designated as Frontier, 
with Acute Care Hospitals Receiving at a 
Minimum the Frontier State Floor Wage 
Index; Urban Areas With Acute Care 
Hospitals Receiving the Statewide Rural 
Floor or Imputed Floor Wage Index—FY 
2011 

Table 4E.—Urban CBSAs and Constituent 
Counties for Acute Care Hospitals—FY 
2011 

Table 4F.—Puerto Rico Wage Index and 
Capital Geographic Adjustment Factor 
(GAF) for Acute Care Hospitals by CBSA— 
FY 2011 

Table 4J.—Out-Migration Adjustment for 
Acute Care Hospitals—FY 2011 

Table 5.—List of Medicare Severity 
Diagnosis-Related Groups (MS–DRGs), 
Relative Weighting Factors, and Geometric 
and Arithmetic Mean Length of Stay 

Table 6A.—New Diagnosis Codes 
Table 6B.—New Procedure Codes 
Table 6C.—Invalid Diagnosis Codes 
Table 6D.—Invalid Procedure Codes 
Table 6E.—Revised Diagnosis Code Titles 
Table 6F.—Revised Procedure Code Titles 

Table 7A.—Medicare Prospective Payment 
System Selected Percentile Lengths of Stay: 
FY 2009 MedPAR Update—March 2010 
GROUPER V27.0 MS–DRGs 

Table 7B.—Medicare Prospective Payment 
System Selected Percentile Lengths of Stay: 
FY 2009 MedPAR Update—March 2010 
GROUPER V28.0 MS–DRGs 

Table 8A.—Statewide Average Operating 
Cost-to-Charge Ratios (CCRs) for Acute 
Care Hospitals—July 2010 

Table 8B.—Statewide Average Capital Cost- 
to-Charge Ratios (CCRs) for Acute Care 
Hospitals— July 2010 

Table 8C.—Statewide Average Total Cost-to- 
Charge Ratios (CCRs) for LTCHs— July 
2010 

Table 9A.—Hospital Reclassifications and 
Redesignations—FY 2011 

Table 9C.—Hospitals Redesignated as Rural 
Under Section 1886(d)(8)(E) of the Act—FY 
2011 

Table 10.—Geometric Mean Plus the Lesser 
of .75 of the National Adjusted Operating 
Standardized Payment Amount (Increased 
to Reflect the Difference Between Costs and 
Charges) or .75 of One Standard Deviation 
of Mean Charges by Medicare Severity 
Diagnosis-Related Group (MS–DRG)—July 
2010 

Table 11.—MS–LTC–DRGs, Relative Weights, 
Geometric Average Length of Stay, and 
Short-Stay Outlier (SSO) Threshold for 
Discharges Occurring From October 1, 
2010 through September 30, 2011 Under 
the LTCH PPS 

Table 12A.—LTCH PPS Wage Index for 
Urban Areas for Discharges Occurring from 
October 1, 2010 Through September 30, 
2011 

Table 12B.—LTCH PPS Wage Index for Rural 
Areas for Discharges Occurring From 
October 1, 2010 Through September 20, 
2011 
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BILLING CODE 4120–01–C 

Note: The following Appendices will not 
appear in the Code of Federal Regulations. 

Appendix A: Regulatory Impact 
Analysis 

I. Overall Impact 
We have examined the impacts of this final 

rule as required by Executive Order 12866 
(September 1993, Regulatory Planning and 
Review), the Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96–354), section 
1102(b) of the Social Security Act, the 
Unfunded Mandates Reform Act of 1995 
(Pub. L. 104–4), Executive Order 13132 on 
Federalism, and the Congressional Review 
Act (5 U.S.C. 804(2)). 

Executive Order 12866 directs agencies to 
assess all costs and benefits of available 
regulatory alternatives and, if regulation is 
necessary, to select regulatory approaches 
that maximize net benefits (including 
potential economic, environmental, public 
health and safety effects, distributive 
impacts, and equity). A regulatory impact 
analysis (RIA) must be prepared for major 
rules with economically significant effects 
($100 million or more in any 1 year). 

We have determined that this final rule is 
a major rule as defined in 5 U.S.C. 804(2). We 
estimate that the final changes for FY 2011 
acute care hospital operating and capital 
payments will redistribute amounts in excess 
of $100 million among different types of 
inpatient cases. The final applicable 
percentage increase to the IPPS rates required 
by the statute, in conjunction with other final 
payment changes in this final rule, will result 
in an estimated $440 million decrease in FY 
2011 operating payments (or ¥0.4 percent 
decrease) and an estimated $21 million 
decrease in FY 2011 capital payments (or 
¥0.5 percent change). The impact analysis of 
the capital payments can be found in section 
VIII. of this Appendix. In addition, as 
described in section IX. of this Appendix, 
LTCHs are expected to experience an 
increase in payments by $22.3 million (or 0.5 
percent). 

Our operating impact estimate includes the 
final ¥2.9 percent documentation and 
coding adjustment applied to the hospital- 
specific rates, the final ¥2.6 percent 
documentation and coding adjustment 
applied to the Puerto Rico-specific rates and 
the final ¥2.9 percent adjustment for 
documentation and coding changes to the 
IPPS standardized amounts. In addition, our 
operating impact estimate includes the final 
2.35 percent market basket update to the 
standardized amount (which includes the 
final 2.6 percent update with the 0.25 
percentage point reduction required under 
the Affordable Care Act). The estimates of 
IPPS operating payments to acute care 
hospitals do not reflect any changes in 
hospital admissions or real case-mix 
intensity, which would also affect overall 
payment changes. 

The RFA requires agencies to analyze 
options for regulatory relief of small 
businesses. For purposes of the RFA, small 
entities include small businesses, nonprofit 
organizations, and small government 
jurisdictions. Most hospitals and most other 

providers and suppliers are considered to be 
small entities, either by being nonprofit 
organizations or by meeting the Small 
Business Administration definition of a small 
business (having revenues of $34.5 million or 
less in any 1 year). (For details on the latest 
standards for health care providers, we refer 
readers to the Table of Small Business Size 
Standards for NAIC 622 found on the Small 
Business Administration Office of Size 
Standards Web site at: http://www.sba.gov/ 
contractingopportunities/officials/table/ 
index.html.) For purposes of the RFA, all 
hospitals and other providers and suppliers 
are considered to be small entities. 
Individuals and States are not included in 
the definition of a small entity. We believe 
that the provisions of this final rule relating 
to acute care hospitals would have a 
significant impact on small entities as 
explained in this Appendix. Because we lack 
data on individual hospital receipts, we 
cannot determine the number of small 
proprietary LTCHs. Therefore, we are 
assuming that all LTCHs are considered 
small entities for the purpose of the analysis 
in section IX. of this Appendix. Medicare 
fiscal intermediaries and MACs are not 
considered to be small entities. Because we 
acknowledge that many of the affected 
entities are small entities, the analysis 
discussed throughout the preamble of this 
final rule constitutes our final regulatory 
flexibility analysis. Therefore, in the FY 2011 
IPPS/LTCH PPS proposed rule and the 
supplemental proposed rule (75 FR 24287 
and 31093, respectively), we solicited public 
comments on our estimates and analysis of 
the impact of our proposals on those small 
entities. We address any public comments 
that we received on the impact of the changes 
that we are finalizing in the applicable 
sections of this Appendix. 

The Small Business Regulatory 
Enforcement Fairness Act of 1996 (SBREFA), 
Public Law 104–121, as amended by section 
8302 of Public Law 110–28, requires an 
agency to provide compliance guides for each 
rule or group of related rules for which an 
agency is required to prepare a final 
regulatory flexibility analysis. The 
compliance guides associated with this final 
rule are available on the CMS IPPS Web page 
at http://www.cms.hhs.gov/ 
AcuteInpatientPPS/01_overview.asp. We also 
note that the Hospital Center Web page at 
http://www.cms.hhs.gov/center/hospital.asp 
was developed to assist hospitals in 
understanding and adapting to changes in 
Medicare regulations and in billing and 
payment procedures. This Web page provides 
hospitals with substantial downloadable 
explanatory materials. 

In addition, section 1102(b) of the Act 
requires us to prepare a regulatory impact 
analysis for any proposed or final rule that 
may have a significant impact on the 
operations of a substantial number of small 
rural hospitals. This analysis must conform 
to the provisions of section 603 of the RFA. 
With the exception of hospitals located in 
certain New England counties, for purposes 
of section 1102(b) of the Act, we now define 
a small rural hospital as a hospital that is 
located outside of an urban area and has 
fewer than 100 beds. Section 601(g) of the 

Social Security Amendments of 1983 (Pub. L. 
98–21) designated hospitals in certain New 
England counties as belonging to the adjacent 
urban area. Thus, for purposes of the IPPS 
and the LTCH PPS, we continue to classify 
these hospitals as urban hospitals. (We refer 
readers to Table 1 and section VI. of this 
Appendix for the quantitative effects of the 
final policy changes under the IPPS for 
operating costs.) 

Section 202 of the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4) also 
requires that agencies assess anticipated costs 
and benefits before issuing any rule whose 
mandates require spending in any 1 year of 
$100 million in 1995 dollars, updated 
annually for inflation. That threshold level is 
currently approximately $133 million. This 
final rule would not mandate any 
requirements for State, local, or tribal 
governments, nor would it affect private 
sector costs. 

Executive Order 13132 establishes certain 
requirements that an agency must meet when 
it promulgates a proposed rule (and 
subsequent final rule) that imposes 
substantial direct requirement costs on State 
and local governments, preempts State law, 
or otherwise has Federalism implications. As 
stated above, this final rule would not have 
a substantial effect on State and local 
governments. 

The following analysis, in conjunction 
with the remainder of this document, 
demonstrates that this final rule is consistent 
with the regulatory philosophy and 
principles identified in Executive Order 
12866, the RFA, and section 1102(b) of the 
Act. The final rule would affect payments to 
a substantial number of small rural hospitals, 
as well as other classes of hospitals, and the 
effects on some hospitals may be significant. 

II. Objectives of the IPPS 

The primary objective of the IPPS is to 
create incentives for hospitals to operate 
efficiently and minimize unnecessary costs 
while at the same time ensuring that 
payments are sufficient to adequately 
compensate hospitals for their legitimate 
costs. In addition, we share national goals of 
preserving the Medicare Hospital Insurance 
Trust Fund. 

We believe the changes in this final rule 
would further each of these goals while 
maintaining the financial viability of the 
hospital industry and ensuring access to high 
quality health care for Medicare 
beneficiaries. We expect that these finalized 
changes would ensure that the outcomes of 
the prospective payment systems are 
reasonable and equitable while avoiding or 
minimizing unintended adverse 
consequences. 

III. Limitations of Our Analysis 

The following quantitative analysis 
presents the projected effects of our finalized 
policy changes, as well as statutory changes 
effective for FY 2011, on various hospital 
groups. We estimate the effects of individual 
policy changes by estimating payments per 
case while holding all other payment policies 
constant. We use the best data available, but, 
generally, we do not attempt to make 
adjustments for future changes in such 
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variables as admissions, lengths of stay, or 
case-mix. 

IV. Hospitals Included in and Excluded 
From the IPPS 

The prospective payment systems for 
hospital inpatient operating and capital- 
related costs of acute care hospitals 
encompass most general short-term, acute 
care hospitals that participate in the 
Medicare program. There were 33 Indian 
Health Service hospitals in our database, 
which we excluded from the analysis due to 
the special characteristics of the prospective 
payment methodology for these hospitals. 
Among other short-term, acute care hospitals, 
only the 46 such hospitals in Maryland 
remain excluded from the IPPS pursuant to 
the waiver under section 1814(b)(3) of the 
Act. 

As of June 2010, there are 3,472 IPPS acute 
care hospitals to be included in our analysis. 
This represents about 64 percent of all 
Medicare-participating hospitals. The 
majority of this impact analysis focuses on 
this set of hospitals. There also are 
approximately 1,317 CAHs. These small, 
limited service hospitals are paid on the basis 
of reasonable costs rather than under the 
IPPS. (We refer readers to section VII. of this 
Appendix for a further description of the 
impact of CAH-related final policy changes.) 
There are also 1,260 IPPS-excluded hospitals 
and 2,150 IPPS-excluded hospital units. 
These IPPS-excluded hospitals and units 
include IPFs, IRFs, LTCHs, RNHCIs, 
children’s hospitals, and cancer hospitals, 
which are paid under separate payment 
systems. Changes in the prospective payment 
systems for IPFs and IRFs are made through 
separate rulemaking. Payment impacts for 
these IPPS-excluded hospitals and units are 
not included in this final rule. The impact of 
the final update and policy changes to the 
LTCH PPS for FY 2011 are discussed in 
section IX. of this Appendix. 

V. Effects on Hospitals and Hospital Units 
Excluded From the IPPS 

As of June 2010, there were 3,415 hospitals 
and hospital units excluded from the IPPS. 
Of these, 78 children’s hospitals, 11 cancer 
hospitals, and 17 RNHCIs are being paid on 
a reasonable cost basis subject to the rate-of- 
increase ceiling under § 413.40. The 
remaining providers, 230 rehabilitation 
hospitals and 953 rehabilitation units, and 
433 LTCHs, are paid the Federal prospective 
per discharge rate under the IRF PPS and the 
LTCH PPS, respectively, and 507 psychiatric 
hospitals and 1,197 psychiatric units are paid 
the Federal per diem amount under the IPF 
PPS. As stated above, IRFs and IPFs are not 
affected by rate updates discussed in this 
final rule. The impacts of the changes to 
LTCHs are discussed in section IX. of this 
Appendix. 

In the past, certain hospitals and units 
excluded from the IPPS have been paid based 
on their reasonable costs subject to limits as 
established by the Tax Equity and Fiscal 
Responsibility Act of 1982 (TEFRA). Cancer 
and children’s hospitals continue to be paid 
on a reasonable cost basis subject to TEFRA 
limits for FY 2011. For these hospitals 
(cancer and children’s hospitals), consistent 

with the authority provided in section 
1886(b)(3)(B)(ii) of the Act, the update is the 
percentage increase in the FY 2011 IPPS 
operating market basket. In compliance with 
section 404 of the MMA, in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule (74 FR 
43930), we replaced the FY 2002-based IPPS 
operating and capital market baskets with the 
revised and rebased FY 2006-based IPPS 
operating and capital market baskets. 
Therefore, consistent with current law, based 
on IHS Global Insight, Inc.’s 2010 second 
quarter forecast, with historical data through 
the 2010 first quarter, the final FY 2011 
update to the IPPS operating market basket 
is 2.6 percent (that is, the current estimate of 
the market basket rate-of-increase). However, 
the Affordable Care Act requires a 0.25 
percentage point reduction to the market 
basket update resulting in a final 2.35 percent 
applicable percentage increase for IPPS 
hospitals. RNCHIs, children’s hospitals and 
cancer hospitals are not subject to the 
reduction in the applicable percentage 
increase required under the Affordable Care 
Act. In accordance with § 403.752(a) of the 
regulations, RNHCIs are paid under § 413.40. 
Therefore, for RNHCIs, the final update is the 
same as for children’s and cancer hospitals, 
which is the percentage increase in the FY 
2011 IPPS operating market basket, estimated 
to be 2.6 percent, without the reductions 
required under the Affordable Care Act. 

The impact of the final update in the rate- 
of-increase limit on those excluded hospitals 
depends on the cumulative cost increases 
experienced by each excluded hospital since 
its applicable base period. For excluded 
hospitals that have maintained their cost 
increases at a level below the rate-of-increase 
limits since their base period, the major effect 
is on the level of incentive payments these 
excluded hospitals receive. Conversely, for 
excluded hospitals with per-case cost 
increases above the cumulative update in 
their rate-of-increase limits, the major effect 
is the amount of excess costs that will not be 
reimbursed. 

We note that, under § 413.40(d)(3), an 
excluded hospital that continues to be paid 
under the TEFRA system and whose costs 
exceed 110 percent of its rate-of-increase 
limit receives its rate-of-increase limit plus 
50 percent of the difference between its 
reasonable costs and 110 percent of the limit, 
not to exceed 110 percent of its limit. In 
addition, under the various provisions set 
forth in § 413.40, cancer and children’s 
hospitals can obtain payment adjustments for 
justifiable increases in operating costs that 
exceed the limit. 

VI. Quantitative Effects of the Policy 
Changes Under the IPPS for Operating Costs 

A. Basis and Methodology of Estimates 

In this final rule, we are announcing final 
policy changes and payment rate updates for 
the IPPS for operating costs of acute care 
hospitals. Updates to the capital payments to 
acute care hospitals are discussed in section 
VIII. of this Appendix. Based on the overall 
percentage change in payments per case 
estimated using our payment simulation 
model, we estimate that total FY 2011 
operating payments would decrease by 0.4 
percent compared to FY 2010, largely due to 

the documentation and coding adjustments 
and the applicable percentage increase 
applied to the IPPS rates. This amount 
reflects the FY 2011 documentation and 
coding adjustments described in Section X of 
this final rule: ¥2.9 percent for the IPPS 
national standardized amounts, ¥2.9 percent 
for the IPPS hospital-specific rates, and ¥2.6 
percent for the IPPS Puerto Rico-specific 
standardized amount. The impacts do not 
illustrate changes in hospital admissions or 
real case-mix intensity, which will also affect 
overall payment changes. 

We have prepared separate impact analyses 
of the finalized changes to each system. This 
section deals with changes to the operating 
inpatient prospective payment system for 
acute care hospitals. Our payment simulation 
model relies on the most recent available 
data to enable us to estimate the impacts on 
payments per case of certain changes in this 
final rule. However, there are other finalized 
changes for which we do not have data 
available that would allow us to estimate the 
payment impacts using this model. For those 
finalized changes, we have attempted to 
predict the payment impacts based upon our 
experience and other more limited data. 

The data used in developing the 
quantitative analyses of changes in payments 
per case presented below are taken from the 
FY 2009 MedPAR file and the most current 
Provider-Specific File that is used for 
payment purposes. Although the analyses of 
the final changes to the operating PPS do not 
incorporate cost data, data from the most 
recently available hospital cost reports were 
used to categorize hospitals. Our analysis has 
several qualifications. First, in this analysis, 
we do not make adjustments for future 
changes in such variables as admissions, 
lengths of stay, or underlying growth in real 
case-mix. Second, due to the interdependent 
nature of the IPPS payment components, it is 
very difficult to precisely quantify the impact 
associated with each change. Third, we use 
various data sources to categorize hospitals 
in the tables. In some cases, particularly the 
number of beds, there is a fair degree of 
variation in the data from the different 
sources. We have attempted to construct 
these variables with the best available source 
overall. However, for individual hospitals, 
some miscategorizations are possible. 

Using cases from the FY 2009 MedPAR 
file, we simulated payments under the 
operating IPPS given various combinations of 
payment parameters. Any short-term, acute 
care hospitals not paid under the IPPS 
(Indian Health Service hospitals and 
hospitals in Maryland) were excluded from 
the simulations. The impact of payments 
under the capital IPPS, or the impact of 
payments for costs other than inpatient 
operating costs, are not analyzed in this 
section. Estimated payment impacts of the 
capital IPPS for FY 2011 are discussed in 
section VIII. of this Appendix. 

We discuss the following changes below: 
• The effects of the annual reclassification 

of diagnoses and procedures, full 
implementation of the MS–DRG system and 
100 percent cost-based MS–DRG relative 
weights. 

• The effects of the changes in hospitals’ 
wage index values reflecting updated wage 
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data from hospitals’ cost reporting periods 
beginning during FY 2007, compared to the 
FY 2006 wage data. 

• The effects of the recalibration of the 
MS–DRG relative weights as required by 
section 1886(d)(4)(C) of the Act, including 
the wage and recalibration budget neutrality 
factors. 

• The effects of geographic 
reclassifications by the MGCRB that will be 
effective in FY 2011. 

• The effects of the frontier wage index 
provision that requires that hospitals located 
in States that qualify as frontier states cannot 
have a wage index less than 1.0. This 
provision is not budget neutral. 

• The effects of the rural floor and imputed 
floor with a national budget neutrality 
applied to the wage index, as required by the 
Affordable Care Act. 

• The effects of section 505 of Public Law 
108–173, which provides for an increase in 
a hospital’s wage index if the hospital 
qualifies by meeting a threshold percentage 
of residents of the county where the hospital 
is located who commute to work at hospitals 
in counties with higher wage indexes. 

• The total estimated change in payments 
based on the FY 2011 policies relative to 
payments based on FY 2010 policies that 
include the applicable percentage increase of 
2.35 percent (or 2.6 percent market basket 
with a 0.25 percentage point reduction, as 
required under the Affordable Care Act). The 
FY 2010 operating payments also account for 
provisions under the Affordable Care Act that 
were effective for FY 2010. 

To illustrate the impact of the FY 2011 
changes, our analysis begins with a FY 2010 
baseline simulation model using: The FY 
2011 applicable percentage increase of 2.35 
percent; the FY 2010 MS–DRG GROUPER 
(Version 27.0); the most current CBSA 
designations for hospitals based on OMB’s 
MSA definitions; the FY 2010 wage index; 
and no MGCRB reclassifications. Outlier 
payments are set at 5.1 percent of total 
operating MS–DRG and outlier payments. 

Section 1886(b)(3)(B)(viii) of the Act, as 
added by section 5001(a) of Public Law 109– 
171, as amended by section 4102(b)(1)(A) of 
the ARRA (Pub. L. 111–5) and by section 
3401(a)(2) of the Affordable Care Act (Pub. L. 
111–148), provides that, for FY 2007 through 
FY 2014, the update factor will be reduced 
by 2.0 percentage points for any hospital that 
does not submit quality data in a form and 
manner and at a time specified by the 
Secretary. (Beginning in FY 2015, the 
reduction is one-quarter of such applicable 
percentage increase determined without 
regard to section 1886(b)(3)(B)(ix), (xi), or 
(xii) of the Act.) At the time that this impact 
was prepared, 104 hospitals did not receive 
the full market basket rate-of-increase for FY 
2010 because they failed the quality data 
submission process or did not choose to 
participate. For purposes of the simulations 
shown below, we modeled the payment 
changes for FY 2011 using a reduced update 
for these 104 hospitals. However, we do not 
have enough information at this time to 
determine which hospitals will not receive 

the full market basket rate-of-increase for FY 
2011. 

Each policy change, statutory or otherwise, 
is then added incrementally to this baseline, 
finally arriving at an FY 2011 model 
incorporating all of the changes. This 
simulation allows us to isolate the effects of 
each change. 

Our final comparison illustrates the 
percent change in payments per case from FY 
2010 to FY 2011. Three factors not discussed 
separately have significant impacts here. The 
first factor is the update to the standardized 
amount. In accordance with section 
1886(b)(3)(B)(i) of the Act, we are updating 
the standardized amounts for FY 2011 using 
an applicable percentage increase of 2.35 
percent. This includes our forecasted 
hospital market basket increase of 2.6 percent 
with a 0.25 percentage point reduction as 
required under the Affordable Care Act. 
(Hospitals that fail to comply with the quality 
data submission requirements to receive the 
full update will receive an update reduced by 
2.0 percentage points from 2.35 percent to 
0.35 percent.) Under section 1886(b)(3)(B)(iv) 
of the Act, the updates to the hospital- 
specific amounts for SCHs and for MDHs are 
also equal to the market basket percentage 
increase, or 2.35 percent. In addition, we are 
updating the Puerto Rico specific amount by 
an applicable percentage increase of 2.35 
percent. 

A second significant factor that affects the 
changes in hospitals’ payments per case from 
FY 2010 to FY 2011 is the change in 
hospitals’ geographic reclassification status 
from one year to the next. That is, payments 
may be reduced for hospitals reclassified in 
FY 2010 that are no longer reclassified in FY 
2011. Conversely, payments may increase for 
hospitals not reclassified in FY 2010 that are 
reclassified in FY 2011. 

A third significant factor is that we 
currently estimate that actual outlier 
payments during FY 2010 will be 4.7 percent 
of total MS–DRG payments. Our updated FY 
2010 outlier estimate accounts for changes to 
the FY 2010 IPPS payments required under 
the Affordable Care Act. When the FY 2010 
final rule was published, we projected FY 
2010 outlier payments would be 5.1 percent 
of total MS–DRG plus outlier payments; the 
average standardized amounts were offset 
correspondingly. The effects of the lower 
than expected outlier payments during FY 
2010 (as discussed in the Addendum to this 
proposed rule) are reflected in the analyses 
below comparing our current estimates of FY 
2010 payments per case to estimated FY 2011 
payments per case (with outlier payments 
projected to equal 5.1 percent of total MS– 
DRG payments). 

B. Analysis of Table I 
Table I displays the results of our analysis 

of the final changes for FY 2011. The table 
categorizes hospitals by various geographic 
and special payment consideration groups to 
illustrate the varying impacts on different 
types of hospitals. The top row of the table 
shows the overall impact on the 3,472 acute 
care hospitals included in the analysis. 

The next four rows of Table I contain 
hospitals categorized according to their 

geographic location: All urban, which is 
further divided into large urban and other 
urban; and rural. There are 2,494 hospitals 
located in urban areas included in our 
analysis. Among these, there are 1,362 
hospitals located in large urban areas 
(populations over 1 million), and 1,132 
hospitals in other urban areas (populations of 
1 million or fewer). In addition, there are 978 
hospitals in rural areas. The next two 
groupings are by bed-size categories, shown 
separately for urban and rural hospitals. The 
final groupings by geographic location are by 
census divisions, also shown separately for 
urban and rural hospitals. 

The second part of Table I shows hospital 
groups based on hospitals’ FY 2011 payment 
classifications, including any 
reclassifications under section 1886(d)(10) of 
the Act. For example, the rows labeled urban, 
large urban, other urban, and rural show that 
the numbers of hospitals paid based on these 
categorizations after consideration of 
geographic reclassifications (including 
reclassifications under sections 1886(d)(8)(B) 
and 1886(d)(8)(E) of the Act that have 
implications for capital payments) are 2,551; 
1,404; 1,147; and 921, respectively. 

The next three groupings examine the 
impacts of the changes on hospitals grouped 
by whether or not they have GME residency 
programs (teaching hospitals that receive an 
IME adjustment) or receive DSH payments, or 
some combination of these two adjustments. 
There are 2,429 nonteaching hospitals in our 
analysis, 805 teaching hospitals with fewer 
than 100 residents, and 238 teaching 
hospitals with 100 or more residents. 

In the DSH categories, hospitals are 
grouped according to their DSH payment 
status, and whether they are considered 
urban or rural for DSH purposes. The next 
category groups together hospitals considered 
urban or rural, in terms of whether they 
receive the IME adjustment, the DSH 
adjustment, both, or neither. 

The next five rows examine the impacts of 
the changes on rural hospitals by special 
payment groups (SCHs, RRCs, and MDHs). 
There were 180 RRCs, 332 SCHs, 194 MDHs, 
and 117 hospitals that are both SCHs and 
RRCs, and 13 hospitals that are both an MDH 
and an RRC. 

The next series of groupings are based on 
the type of ownership and the hospital’s 
Medicare utilization expressed as a percent 
of total patient days. These data were taken 
from the FY 2008 or FY 2007 Medicare cost 
reports. 

The next two groupings concern the 
geographic reclassification status of 
hospitals. The first grouping displays all 
urban hospitals that were reclassified by the 
MGCRB for FY 2011. The second grouping 
shows the MGCRB rural reclassifications. 
These groupings account for the change in 
the MGCRB reclassification policy as 
required under the Affordable Care Act. 

The final category shows the impact of the 
policy changes on the 19 cardiac hospitals in 
our analysis. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

C. Effects of the Changes to the MS–DRG 
Reclassifications and Relative Cost-Based 
Weights (Column 1) 

In Column 1 of Table I, we present the 
effects of the final MS–DRG reclassifications, 
as discussed in section II. of the preamble to 
this final rule. Section 1886(d)(4)(C)(i) of the 
Act requires us annually to make appropriate 
classification changes in order to reflect 
changes in treatment patterns, technology, 
and any other factors that may change the 
relative use of hospital resources. 

As discussed in section II.E. of the 
preamble of this final rule, the FY 2011 MS– 
DRG relative weights will be 100 percent 
cost-based and 100 percent MS–DRGs. For 
FY 2011, the MS–DRGs are calculated using 
the FY 2009 MedPAR data grouped to the 
Version 28.0 (FY 2011) MS–DRGs. The 
methods of calculating the relative weights 
and the reclassification changes to the 
GROUPER are described in more detail in 
section II.H. of this final rule. The changes 
to the relative weights and MS–DRGs shown 
in Column 2 are prior to any offset for budget 
neutrality. Overall, hospitals will experience 
a 0.3 percent increase and a 0.4 percent 
increase, respectively, in payments due to the 
changes in the MS–DRGs and relative 
weights prior to budget neutrality. Urban 
hospitals and rural hospitals will experience 
a 0.3 percent increase in payments under the 
updates to the relative weights and MS– 
DRGs. 

D. Effects of the Application of Recalibration 
Budget Neutrality (Column 2) 

Column 2 shows the effects of the changes 
to the MS–DRGs and relative weights with 
the application of the recalibration budget 
neutrality factor to the standardized amounts. 
Consistent with section 1886(d)(4)(C)(iii) of 
the Act, we are calculating a recalibration 
budget neutrality factor to account for the 
changes in MS–DRGs and relative weights to 
ensure that the overall payment impact is 
budget neutral. 

The ‘‘All Hospitals’’ line in Column 1 
indicates that changes due to MS–DRGs and 

relative weights will increase payments by 
0.3 percent before application of the budget 
neutrality factor. The recalibration budget 
neutrality factor is 0.996731, which is 
applied to the standardized amount. Thus, 
the impact after accounting only for budget 
neutrality for changes to the MS–DRG 
relative weights and classification is 
somewhat lower than the figures shown in 
Column 1 (approximately 0.3 percent). 
Consequentially, urban hospitals will not 
experience a change in payments, while rural 
hospitals will experience a 0.1 percent 
increase in payments when recalibration 
budget neutrality is applied. 

E. Effects of Wage Index Changes (Column 3) 

Section 1886(d)(3)(E) of the Act requires 
that, beginning October 1, 1993, we annually 
update the wage data used to calculate the 
wage index. In accordance with this 
requirement, the wage index for acute care 
hospitals for FY 2011 is based on data 
submitted for hospital cost reporting periods 
beginning on or after October 1, 2006 and 
before October 1, 2007. The estimated impact 
of the updated wage data and labor share on 
hospital payments is isolated in Column 3 by 
holding the other payment parameters 
constant in this simulation. That is, Column 
3 shows the percentage change in payments 
when going from a model using the FY 2010 
wage index, based on FY 2006 wage data, the 
current labor-related share and having a 100- 
percent occupational mix adjustment 
applied, to a model using the FY 2011 pre- 
reclassification wage index with the labor- 
related share, also having a 100-percent 
occupational mix adjustment applied, based 
on FY 2007 wage data (while holding other 
payment parameters such as use of the 
Version 28.0 MS–DRG GROUPER constant). 
The occupational mix adjustment is based on 
the FY 2008/2009 occupational mix survey. 

Column 3 shows the impacts of updating 
the wage data using FY 2007 cost reports. 
Overall, the new wage data will lead to a 0.0 
percent change for all hospitals before being 
combined with the wage budget neutrality 
adjustment shown in Column 5. Among the 
regions, the largest increase is in the rural 

New England region, which experiences a 0.5 
percent increase before applying an 
adjustment for budget neutrality. The largest 
decline from updating the wage data is seen 
in the urban New England region (0.5 percent 
decrease). 

In looking at the wage data itself, the 
national average hourly wage increased 4.3 
percent compared to FY 2010. Therefore, the 
only manner in which to maintain or exceed 
the previous year’s wage index was to match 
or exceed the national 4.3 percent increase in 
average hourly wage. Of the 3,441 hospitals 
with wage data for both FYs 2010 and 2011, 
1,621, or 47.1 percent, experienced an 
average hourly wage increase of 4.3 percent 
or more. 

The following chart compares the shifts in 
proposed wage index values for hospitals for 
FY 2011 relative to FY 2010. Among urban 
hospitals, 38 will experience an increase of 
more than 5 percent and less than 10 percent 
and 8 will experience an increase of more 
than 10 percent. Among rural hospitals, 2 
will experience an increase of more than 5 
percent and less than 10 percent, and none 
will experience an increase of more than 10 
percent. However, 939 rural hospitals will 
experience increases or decreases of less than 
5 percent, while 2,424 urban hospitals will 
experience increases or decreases of less than 
5 percent. Thirteen urban hospitals will 
experience decreases in their wage index 
values of more than 5 percent and less than 
10 percent. Sixteen urban hospitals will 
experience decreases in their wage index 
values of greater than 10 percent. One rural 
hospital will experience a decrease of more 
than 10 percent. These figures reflect changes 
in the wage index which is an adjustment to 
either 68.8 percent or 62 percent of a 
hospital’s standardized amount, depending 
upon whether its wage index is greater than 
1.0 or less than or equal to 1.0. Therefore, 
these figures illustrate a somewhat larger 
change in the wage index than will occur to 
the hospital’s total payment. 

The following chart shows the projected 
impact for urban and rural hospitals. 

Percentage change in area wage index values 
Number of hospitals 

Urban Rural 

Increase more than 10 percent ....................................................................................................................................... 8 0 
Increase more than 5 percent and less than 10 percent ................................................................................................ 38 2 
Increase or decrease less than 5 percent ....................................................................................................................... 2,424 939 
Decrease more than 5 percent and less than 10 percent .............................................................................................. 13 0 
Decrease more than 10 percent ...................................................................................................................................... 16 1 

F. Application of the Wage Budget Neutrality 
Factor (Column 4) 

Column 4 shows the impact of the new 
wage data with the application of the wage 
budget neutrality factor. In FY 2010, we 
began calculating separate wage budget 
neutrality and recalibration budget neutrality 
factors, in accordance with section 
1886(d)(3)(E) of the Act, which specifies that 
budget neutrality to account for wage 
changes or updates made under that 
subparagraph must be made without regard 
to the 62 percent labor-related share 

guaranteed under section 1886(d)(3)(E)(ii) of 
the Act. Therefore, for FY 2011, we are 
calculating the wage budget neutrality factor 
to ensure that payments under updated wage 
data and the labor-related share are budget 
neutral without regard to the lower labor- 
related share of 62 percent applied to 
hospitals with a wage index less than or 
equal to 1. In other words, the wage budget 
neutrality is calculated under the assumption 
that all hospitals receive the higher labor- 
related share of the standardized amount. 
Because the wage data changes did not 

change overall payments (displayed in 
Column 3), the revised wage budget 
neutrality factor is 1.000013, and the overall 
payment change is 0.0 percent. 

G. Combined Effects of the MS–DRG and 
Wage Index Changes (Column 5) 

Section 1886(d)(4)(C)(iii) of the Act 
requires that changes to MS–DRG 
reclassifications and the relative weights 
cannot increase or decrease aggregate 
payments. In addition, section 1886(d)(3)(E) 
of the Act specifies that any updates or 
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adjustments to the wage index are to be 
budget neutral. We computed a wage budget 
neutrality factor of 1.000013, and a 
recalibration budget neutrality factor of 
0.996731 (which is applied to the Puerto 
Rico-specific standardized amount and the 
hospital-specific rates). The product of the 
two budget neutrality factors is the 
cumulative wage and recalibration budget 
neutrality factor. The cumulative wage and 
recalibration budget neutrality adjustment is 
0.996744, or approximately ¥0.3 percent, 
which is applied to the national standardized 
amounts. Because the wage budget neutrality 
and the recalibration budget neutrality are 
calculated under different methodologies 
according to the statute, when the two budget 
neutralities are combined and applied to the 
standardized amount, the overall payment 
impact is not necessarily budget neutral. 
However, in this rule, we are estimating that 
the changes in the MS–DRG relative weights 
and updated wage data with wage and budget 
neutrality applied will result in a 0.0 change 
in payments. 

We estimate that the combined impact of 
the changes to the relative weights and MS– 
DRGs and the updated wage data with budget 
neutrality applied will result in no change in 
payments for urban or rural hospitals. Urban 
New England would experience a 0.7 
decrease in payments due to reductions in 
their case-mix and wages compared to the 
national average, while the urban Pacific area 
would experience a 0.6 percent increase in 
payments because of above average increases 
in wages and case-mix. Among the rural 
hospital categories, rural South Atlantic 
hospitals would experience the greatest 
decline in payment (¥0.9 percent) primarily 
due to the changes to MS–DRGs and the 
relative cost weights, while the rural West 
South Central area would experience a 0.8 
percent increase in payments. 

H. Effects of MGCRB Reclassifications 
(Column 6) 

Our impact analysis to this point has 
assumed acute care hospitals are paid on the 
basis of their actual geographic location (with 
the exception of ongoing policies that 
provide that certain hospitals receive 
payments on other bases than where they are 
geographically located). The changes in 
Column 6 reflect the per case payment 
impact of moving from this baseline to a 
simulation incorporating the MGCRB 
decisions for FY 2011 which affect hospitals’ 
wage index area assignments. 

By spring of each year, the MGCRB makes 
reclassification determinations that will be 
effective for the next fiscal year, which 
begins on October 1. The MGCRB may 
approve a hospital’s reclassification request 
for the purpose of using another area’s wage 
index value. Hospitals may appeal denials of 
MGCRB decisions to the CMS Administrator. 
Further, hospitals have 45 days from 
publication of the IPPS rule in the Federal 
Register to decide whether to withdraw or 
terminate an approved geographic 
reclassification for the following year. 
Provisions in the Affordable Care Act 
required us to revert to FY 2008 average 
hourly wage reclassification criteria for 
reclassifications effective in FY 2011. 

Therefore, additional hospitals qualify for 
MGCRB reclassification. 

The overall effect of geographic 
reclassification is required by section 
1886(d)(8)(D) of the Act to be budget neutral. 
Therefore, for the purposes of this impact 
analysis, we are applying an adjustment of 
0.991264 to ensure that the effects of the 
section 1886(d)(10) reclassifications are 
budget neutral (section II.A. of the 
Addendum to this final rule). Geographic 
reclassification generally benefits hospitals in 
rural areas. We estimate that geographic 
reclassification will increase payments to 
rural hospitals by an average of 1.7 percent. 
By region, all the rural hospital categories 
will experience increases in payments due to 
MGCRB reclassification where rural hospitals 
in the Mountain region will experience a 0.4 
percent increase in payments and rural 
hospitals in the New England region will 
experience a 2.5 percent increase in 
payments. 

Table 9A of the Addendum to this final 
rule reflects the approved reclassifications for 
FY 2011. 

I. Effects of the Rural Floor and Imputed 
Floor, Including Application of National 
Budget Neutrality (Column 7) 

As discussed in section III.B. of the 
preamble of the FY 2009 IPPS final rule, the 
FY 2010 IPPS/RY 2010 LTCH final rule and 
this final rule, section 4410 of Public Law 
105–33 established the rural floor by 
requiring that the wage index for a hospital 
in any urban area cannot be less than the 
wage index received by rural hospitals in the 
same State. In FY 2008, we changed how we 
applied budget neutrality to the rural floor. 
Rather than applying a budget neutrality 
adjustment to the standardized amount, a 
uniform budget neutrality adjustment is 
applied to the wage index. In the FY 2009 
final rule, we finalized the policy to apply 
the rural floor budget neutrality at the State 
level with a 3-year transition. In FY 2009, 
hospitals received a blended wage index that 
is 20 percent of a wage index with the State 
level rural and imputed floor budget 
neutrality adjustment and 80 percent of a 
wage index with the national budget 
neutrality adjustment. In FY 2010, hospitals 
received a blended wage index that is 50 
percent of a wage index with the State level 
rural and imputed floor budget neutrality and 
50 percent of a wage index with the national 
budget neutrality adjustment. For FY 2011, 
the Affordable Care Act requires that we 
apply one rural floor budget neutrality factor 
to the wage index, nationally. The FY 2011 
rural floor budget neutrality factor applied to 
the wage index is 0.996641. 

Furthermore, the FY 2005 IPPS final rule 
(69 FR 49109) established a temporary 
imputed floor for all urban States from FY 
2005 to FY 2007. The rural floor requires that 
an urban wage index cannot be lower than 
the wage index for any rural hospital in that 
State. Therefore, an imputed floor was 
established for States that do not have rural 
areas or rural IPPS hospitals. In the FY 2008 
IPPS final rule with comment period (72 FR 
47321), we finalized our proposal to extend 
the imputed floor for 1 additional year. In the 
FY 2009 IPPS final rule (73 FR 48573), we 

extended the imputed floor for an additional 
3 years through FY 2011. The Affordable 
Care Act requires that, effective for FY 2011, 
we apply rural floor and imputed floor 
budget neutrality at the national level, as we 
did in FY 2008. 

Column 7 shows the projected impact of 
the rural floor and the imputed floor with the 
national rural and imputed floor budget 
neutrality factor applied to the wage index. 
The column compares the post- 
reclassification FY 2011 wage index of 
providers before the rural floor adjustment 
and the post-reclassification FY 2011 wage 
index of providers with the rural floor and 
imputed floor adjustment. Only urban 
hospitals can benefit from the rural floor 
provision. Because the provision is budget 
neutral, all other hospitals (that is, all rural 
hospitals and those urban hospitals to which 
the adjustment is not made) experience a 
decrease in payments due to the budget 
neutrality adjustment applied nationally to 
their wage index. 

We project that, in aggregate, rural 
hospitals will experience a 0.1 percent 
decrease in payments as a result of the 
application of rural floor budget neutrality 
because the rural hospitals do not benefit 
from the rural floor, but have their wage 
indexes downwardly adjusted to ensure that 
the application of the rural floor is budget 
neutral overall. We project hospitals located 
in other urban areas (populations of 1 million 
or fewer) will experience a 0.1 percent 
increase in payments because those providers 
benefit from the rural floor. Urban hospitals 
in the New England region can expect 0.8 
percent increase in payments because a large 
percentage of hospitals in this region receive 
the rural floor. Urban hospitals in the Middle 
Atlantic can expect a 0.2 percent increase in 
payments because New Jersey hospitals 
benefit from the imputed floor. Rural 
hospitals in most regions can expect a 0.1 to 
0.2 percent decrease in payments because the 
rural and imputed floors only benefit urban 
hospitals. 

J. Effects of the Application of the Frontier 
Wage Index (Column 8) 

Section 10324(a) of Affordable Care Act 
requires that we establish a minimum post- 
reclassified wage-index of 1.00 for all 
hospitals located in ‘‘frontier States.’’ 
‘‘Frontier States’’ is defined in the statute as 
a State in which at least 50 percent of its 
counties have a population density lesser 
than 6 persons per square mile. Based on 
these criteria, five states (Montana, North 
Dakota, Nevada, South Dakota, and 
Wyoming) are considered frontier States and 
51 hospitals located in those States will 
receive a frontier wage index of 1.0. This 
provision is not budget neutral and is 
estimated to increase IPPS operating 
payments by approximately $50 million. 

Urban hospitals located in the West North 
Central region and urban hospitals located in 
the Mountain region will experience an 
increase in payments by 0.5 percent and 0.3 
percent, respectively because many of the 
hospitals located in this region are frontier 
hospitals. Similarly, rural hospitals located 
in the Mountain region and rural hospitals in 
the West North Central region will 
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experience an increase in payments by 0.5 
and 0.1, respectively. 

K. Effects of the Wage Index Adjustment for 
Out-Migration (Column 9) 

Section 1886(d)(13) of the Act, as added by 
section 505 of Public Law 108–173, provides 
for an increase in the wage index for 
hospitals located in certain counties that 
have a relatively high percentage of hospital 
employees who reside in the county, but 
work in a different area with a higher wage 
index. Hospitals located in counties that 
qualify for the payment adjustment are to 
receive an increase in the wage index that is 
equal to a weighted average of the difference 
between the wage index of the resident 
county, post-reclassification and the higher 
wage index work area(s), weighted by the 
overall percentage of workers who are 
employed in an area with a higher wage 
index. With the out-migration adjustment, 
small rural providers with less than 100 beds 
will experience a 0.4 percent increase in 
payments in FY 2011 relative to no 
adjustment at all. We included these 
additional payments to providers in the 
impact table shown above, and we estimate 
the impact of these providers receiving the 
out-migration increase to be approximately 
$30 million. 

L. Effects of All Changes Prior to 
Documentation and Coding (or CMI) 
Adjustment (Column 10) 

Column 10 shows our estimate of the 
changes in payments per discharge from FY 
2010 and FY 2011, resulting from all changes 
reflected in this final rule, other than the 
documentation and coding adjustment. 
Column 10 reflects the impact of all other FY 
2011 changes relative to FY 2010, including 
those shown in Columns 1 through 9. We 
note that our baseline FY 2010 operating 
estimates account for the provisions under 
the Affordable Care Act that affected the FY 
2010 operating payments. The average 
increase in payments under the IPPS for all 
hospitals is approximately 2.5 percent. This 
includes the 2.35 percent applicable 
percentage increase (including the ¥0.25 
reduction to the market basket increase 
required under the Affordable Care Act). The 
application of ¥0.25 percentage point 
reduction to the FY 2010 required by the 
Affordable Care Act only affected payments 
for discharges on or after April 1, 2010, 
reducing payments by 0.1 percent in FY 
2010. However, the 0.25 percentage point 
reduction for FY 2011 required under the 
Affordable Care Act was a cumulative 
reduction on the FY 2010 reduction, 
resulting in an additional 0.1 percent 
decrease in payments in FY 2011. In 
addition, it reflects the estimated 0.4 
percentage point difference between the 
projected outlier payments in FY 2010 (5.1 
percent of total MS–DRG payments) and the 
current estimate of the percentage of actual 
outlier payments in FY 2010 (4.7 percent), as 
described in the introduction to this 
Appendix and the Addendum to this final 
rule. It accounts for the non-budget neutral 
wage index provisions, including the frontier 
State wage index and the Section 505 out- 

commuting adjustment that increases 
payments by 0.1 percent. Finally, it accounts 
for ¥0.1 percent decrease in payments due 
to the expiration of section 508 
reclassifications that had been extended for 
FY 2010 under the Affordable Care Act. 

There might also be interactive effects 
among the various factors comprising the 
payment system that we are not able to 
isolate. For these reasons, the values in 
Column 10 may not equal the sum of the 
percentage changes described above. 

M. Effects of All FY 2011 Changes With CMI 
Adjustment (Column 11) 

Column 11 shows our estimate of the 
changes in payments per discharge from FY 
2010 and FY 2011, resulting from all changes 
reflected in this final rule for FY 2011. The 
FY 2010 baseline estimates account for the 
provisions under the Affordable Care Act that 
affected the FY 2010 operating payments. 
Specifically, the FY 2010 baseline payment 
estimates account for the additional ¥0.25 
reduction in the applicable percentage 
increase (hospitals are paid based on the 
updated FY 2010 rate for discharges 
occurring on or after April 1, 2010), and 
accounts for the extension of section 508 
reclassifications for FY 2010. As discussed in 
section II.D. of the preamble of this final rule, 
this column includes the FY 2011 
documentation and coding adjustment of 
¥2.9 percent on the national standardized 
amount, ¥2.9 percent on the hospital- 
specific rates, and ¥2.6 percent on the 
Puerto Rico-specific standardized amount, 
which overall accounts for a 2.9 percent 
decrease in payments. 

The average decrease in payments under 
the IPPS for all hospitals is approximately 
¥0.4 percent. As described in Column 10, 
this average decrease includes the effects of 
the 2.35 percent applicable increase 
(including the 0.25 percentage point 
reduction) to the market basket update 
required under the Affordable Care Act), the 
0.4 percentage point difference between the 
projected outlier payments in FY 2011 (5.1 
percent of total MS–DRG payments), and the 
current estimate of the percentage of actual 
outlier payments in FY 2010 (4.7 percent). In 
addition, it includes a ¥0.1 percent decrease 
in payments due to the expiration of section 
508 reclassifications that had been extended 
for FY 2010 under the Affordable Care Act. 
Section 508 reclassification was not a budget- 
neutral provision. There might also be 
interactive effects among the various factors 
comprising the payment system that we are 
not able to isolate. For these reasons, the 
values in Column 11 may not equal the sum 
of the percentage changes described above. 

The overall change in payments per 
discharge for hospitals paid under the IPPS 
in FY 2011 is estimated to decrease by 0.4 
percent. The payment decreases among the 
hospital categories are largely attributed to 
the documentation and coding adjustments. 
Hospitals in urban areas would experience an 
estimated 0.4 percent decrease in payments 
per discharge in FY 2011 compared to FY 
2010. Hospital payments per discharge in 
rural areas are estimated to decrease by 0.4 
percent in FY 2011 as compared to FY 2010. 

Among urban census divisions, the largest 
estimated payment decreases will be 0.9 
percent in the Middle Atlantic region 
because many of the urban providers in this 
region had benefited from section 508 
reclassifications in FY 2010 that has expired 
for FY 2011. Urban hospitals in the Pacific 
will see the largest payment increases (0.4 
percent) because urban providers in this 
region will experience increases in their 
wage index above the national average. 
Among the rural regions, the providers in the 
Middle Atlantic and South Atlantic region 
will experience the largest decrease in 
payments (1.2 percent) while rural hospitals 
in the Mountain region will experience an 
increase in payments by 0.3 percent because 
the rural providers in this region benefit from 
MGCRB reclassification and the frontier State 
wage index provision, implemented under 
the Affordable Care Act. 

Among special categories of rural 
hospitals, MDHs will receive an estimated 
payment decrease 0.8 percent. MDHs are 
paid the higher of the IPPS rate based on the 
national standardized amount, that is, the 
Federal rate, or, if the hospital-specific rate 
exceeds the Federal rate, the Federal rate 
plus 75 percent of the difference between the 
Federal rate and the hospital-specific rate. 
MDHs will experience a decrease in 
payments because of the documentation and 
coding adjustments applied to both the 
hospital-specific rate and the Federal rate. 
SCHs are also paid the higher of their 
hospital-specific rate or the Federal rate. 
Overall, SCHs will experience an estimated 
decrease in payments by 0.6 percent due to 
the documentation and coding adjustments 
to the national standardized amount and the 
hospital-specific rates. 

Rural hospitals reclassified for FY 2011 are 
anticipated to receive a 0.1 percent payment 
decrease, and rural hospitals that are not 
reclassifying are estimated to receive a 
payment decrease of 0.7 percent. 

Cardiac hospitals are expected to 
experience a payment increase of 0.3 percent 
in FY 2011 relative to FY 2010 due to 
increases in payments attributable to changes 
in the MS–DRGs and relative weights. 

N. Impact Analysis of Table II 

Table II presents the projected impact of 
the changes for FY 2011 for urban and rural 
hospitals and for the different categories of 
hospitals shown in Table I. It compares the 
estimated average payments per discharge for 
FY 2010 with the payments per discharge for 
FY 2011, as calculated under our models. 
The estimated FY 2010 payments per 
discharge incorporate the provisions in the 
Affordable Care Act. Thus, this table 
presents, in terms of the average dollar 
amounts paid per discharge, the combined 
effects of the changes presented in Table I. 
The estimated percentage changes shown in 
the last column of Table II equal the 
estimated percentage changes in average 
payments per discharge from Column 11 of 
Table I. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

VII. Effects of Other Policy Changes 
In addition to those policy changes 

discussed above that we are able to model 
using our IPPS payment simulation model, 
we are making various other changes in this 
final rule. Generally, we have limited or no 
specific data available with which to estimate 
the impacts of these changes. Our estimates 
of the likely impacts associated with these 
other changes are discussed below. 

A. Effects of Proposed Policy on HACs, 
Including Infections 

In section II.F. of the preamble of this final 
rule, we discuss our implementation of 
section 1886(d)(4)(D) of the Act, which 
requires the Secretary to identify conditions 
that are: (1) High cost, high volume, or both; 
(2) result in the assignment of a case to an 
MS–DRG that has a higher payment when 
present as a secondary diagnosis; and 
(3) could reasonably have been prevented 
through application of evidence-based 
guidelines. For discharges occurring on or 
after October 1, 2008, hospitals will not 
receive additional payment for cases in 
which one of the selected conditions was not 
present on admission, unless, based on data 
and clinical judgment, it cannot be 
determined at the time of admission whether 
a condition is present. That is, the case will 
be paid as though the secondary diagnosis 
were not present. However, the statute also 
requires the Secretary to continue counting 
the condition as a secondary diagnosis that 
results in a higher IPPS payment when doing 
the budget neutrality calculations for MS– 
DRG reclassifications and recalibration. 
Therefore, we will perform our budget 
neutrality calculations as though the 
payment provision did not apply, but 
Medicare will make a lower payment to the 
hospital for the specific case that includes 

the secondary diagnosis. Thus, the provision 
results in cost savings to the Medicare 
program. 

We note that the provision will only apply 
when one or more of the selected conditions 
are the only secondary diagnosis or diagnoses 
present on the claim that will lead to higher 
payment. Medicare beneficiaries will 
generally have multiple secondary diagnoses 
during a hospital stay, such that beneficiaries 
having one MCC or CC will frequently have 
additional conditions that also will generate 
higher payment. Only a small percentage of 
the cases will have only one secondary 
diagnosis that would lead to a higher 
payment. Therefore, if at least one 
nonselected secondary diagnosis that leads to 
higher payment is on the claim, the case will 
continue to be assigned to the higher paying 
MS–DRG and there will be no Medicare 
savings from that case. In addition, as 
discussed in section II.F.3.e. of the preamble 
of this final rule, it is possible to have two 
severity levels where the HAC does not affect 
the MS–DRG assignment or for an MS–DRG 
not to have severity levels. In either of these 
circumstances, the case will continue to be 
assigned to the higher paying MS–DRG and 
there will be no Medicare savings from that 
case. 

The HAC payment provision went into 
effect on October 1, 2008. Our savings 
estimates for the next 5 fiscal years are 
shown below: 

Year Savings 
(in millions) 

FY 2011 .................................... $20 
FY 2012 .................................... 22 
FY 2013 .................................... 23 
FY 2014 .................................... 25 
FY 2015 .................................... 27 

B. Effects of Policy Relating to New Medical 
Service and Technology Add-On Payments 

In section II.I. of the preamble to this final 
rule, we discuss the three applications for 
add-on payments for new medical services 
and technologies for FY 2011, as well as the 
status of the new technologies that were 
approved to receive new technology add-on 
payments in FY 2010. As explained in that 
section, add-on payments for new technology 
under section 1886(d)(5)(K) of the Act are not 
required to be budget neutral. However, we 
are providing an estimate of additional 
payments for new technology add-on 
payments because such payments will have 
an impact on total operating IPPS payments 
in FY 2010. 

We are continuing to make new technology 
add-on payments in FY 2011 for the 
CardiowestTM Temporary Total Artificial 
Heart System (TAH-t) and the Spiration® 
IBV® Valve System. Therefore, we are 
providing an estimate of total payments for 
these technologies in FY 2011. We note that 
new technology add-on payments per case 
are limited to the lesser of: (1) 50 percent of 
the costs of the new technology; or (2) 50 
percent of the amount by which the costs of 
the case exceed the standard MS–DRG 
payment for the case. Because it is difficult 
to predict the actual new technology add-on 
payment for each case, our estimate below is 
based on the increase in add-on payments for 
FY 2011 as if every claim that would qualify 
for a new technology add-on payments 
would receive the maximum add-on 
payment. Therefore, we currently estimate 
that payments for the CardiowestTM 
Temporary Total Artificial Heart System 
(TAH-t) will increase overall FY 2011 
payments by $9.54 million. For FY 2010, the 
applicant, Spiration, Inc., estimated that 
approximately 2,286 Medicare beneficiaries 
would be eligible for the Spiration® IBV® 
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Valve System. Therefore, based on the 
applicant’s estimate from FY 2010, we 
currently estimate that payments for the 
Spiration® IBV® Valve System will increase 
overall FY 2011 payments by $7.80 million. 

In addition to continuing to make new 
technology add-on payments in FY 2011 for 
the CardiowestTM Temporary Total Artificial 
Heart System (TAH-t) and the Spiration® 
IBV® Valve System, as discussed in section 
II.I. of the preamble to this final rule, we are 
approving the AutoLITTTM for new 
technology add-on payments for FY 2011. 
The applicant, Monteris Medical, estimates 
that approximately 170 Medicare 
beneficiaries would be eligible for the 
AutoLITTTM. Therefore, based on the 
applicant’s estimate and 50 percent of the 
estimated operating cost per case ($5,300), 
we currently estimate that payments for the 
AutoLITTTM will increase overall FY 2011 
payments by $900,000. 

C. Effects of Requirements for Hospital 
Reporting of Quality Data for Annual 
Hospital Payment Update 

In Appendix A, section VII.C. of the FY 
2010 IPPS/RY 2010 LTCH PPS final rule (74 
FR 44224), we discussed the impact of the FY 
2011 RHQDAPU program requirements. In 
this final rule, we are retiring one of the FY 
2011 quality measures. We believe that this 
will not have a significant effect on our 
previous analysis. We note that, in that final 
rule, we estimated that 96 hospitals would 
not receive the full payment update in FY 
2010 and that 96 hospitals would not receive 
the full payment update in FY 2011. As 
noted above, at the time this analysis was 
prepared, 104 hospitals did not receive the 
full payment update in FY 2010. 

In section IV.A. of this final rule, we 
discuss our requirements for hospitals to 
report quality data in order to receive the full 
annual payment update for FY 2011, FY 
2012, FY 2013, and FY 2014. We estimate 
that approximately 95 hospitals may not 
receive the full annual payment update in 
any fiscal year. Most of these hospitals are 
either small rural or small urban hospitals. 
However, at this time, information is not 
available to determine the number of 
hospitals that will not meet the requirements 
for the full payment update for FY 2011, FY 
2012, FY 2013, and FY 2014. 

For the FY 2012 payment determination, 
we did not adopt our proposal to require 
hospitals to submit all-patient volume data 
for selected MS–DRGs that relate to 
RHQDAPU program measures. 

For the FY 2013 payment determination, 
we did not adopt our proposal that hospitals 
would choose one of four proposed registry- 
based topics for which there are currently a 
number of nationwide registries each 
individually collecting data from a 
significant proportion of IPPS hospitals. We 
believe that the AMI-statin at discharge 
measure, which we adopted for FY 2013 
payment determination, will create minimal 
additional burden as hospitals can collect the 
data elements from the same charts already 
being pulled for existing RHQDAPU program 
AMI measures. 

For the FY 2014 payment determination, 
the addition of four chart-abstracted 

measures and the one measure collected via 
NHSN that require hospitals to submit data 
on all inpatients is expected to create an 
additional burden for hospitals. The 
information needed for the 2 ED-Throughput 
measures is captured as routine 
documentation, and therefore is not expected 
to impose much additional burden. The 2 
Global Immunization measures will require 
hospitals to collect information on all 
inpatients regarding flu and pneumonia 
vaccinations that they are currently only 
collecting for patients admitted for 
pneumonia. Therefore, the number of 
patients for which these data need to be 
collected will increase. However, this 
additional burden will be offset to some 
extent by our decision to retire two measures 
(PN–2 and PN–7). The information needed 
for the fifth measure, an SSI measure to be 
collected via NHSN, is structured to keep 
additional burden to a minimum, since 
hospitals in 21 States are already using 
NHSN and CDC supports more than 2000 
hospitals that are already using NHSN. 

We discussed the validation requirements 
for the FY 2011 annual payment update in 
the FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 43883 through 43884). In the FY 
2011 IPPS/LTCH PPS proposed rule, we 
noted that for the FY 2012 payment update, 
hospitals must pass our validation 
requirement of a minimum of 75 percent 
reliability, based upon our chart-audit 
validation process, for three quarters of data 
from first quarter CY 2010 through third 
quarter CY 2010 (75 FR 23991 through 
23993). These data are due to the QIO 
Clinical Warehouse by August 15, 2010 (first 
quarter CY 2010 discharges), November 15, 
2010 (second quarter CY 2010 discharges), 
and February 15, 2011 (third quarter CY 2010 
discharges). We have continued our efforts to 
ensure that QIOs provide assistance to all 
hospitals that wish to participate in the 
RHQDAPU program. The requirement of 12 
charts per hospital submitted for validation 
will result in approximately 9,600 charts per 
quarter being submitted to CMS. 

We reimburse hospitals for the cost of 
sending charts to the Clinical Data 
Abstraction Center (CDAC) contractor at the 
rate of 12 cents per page for copying and 
approximately $4.00 per chart for postage. 
Our experience shows that the average chart 
received by the CDAC contractor is 
approximately 150 pages. Thus as a result of 
the validation requirements effective for the 
FY 2012 annual payment update, CMS will 
have expenditures of approximately $212,000 
per quarter, which is a reduction from the 
$597,600 per quarter to collect the charts for 
the FY 2010 and FY 2011 annual payment 
updates. Given that we reimburse for the data 
collection effort, we believe that a 
requirement for twelve charts per hospital 
per quarter represents a minimal burden to 
the participating hospital. 

We are adopting as final our proposal to 
modify our validation process for FY 2012. 
We believe that our FY 2012 policy, which 
will only validate data submitted by 800 
hospitals for the FY 2012 RHQDAPU 
payment determination (as compared with 
our previous policy under which we 
validated data submitted by all hospitals 

participating in the RHQDAPU program), 
will not change the number of hospitals that 
fail the validation requirement for FY 2012 
from previous years. We have changed the 
way we calculate the validation matches (that 
is, all relevant data elements submitted by 
the hospital must match the independently 
re-abstracted data elements to count as a 
match), which will make it more difficult for 
hospitals to satisfy the validation 
requirement. However, we also are adopting 
as final our proposal to validate data for a 
smaller number of hospitals each year. In 
combination, we believe that these two 
proposed revisions will counterbalance each 
other and result in no additional impact to 
the number of hospitals failing our validation 
requirement for FY 2012. In addition, CMS 
conducted analysis in FY 2010 of past 
validation data which indicates that at least 
95 percent of sampled hospitals are expected 
to pass the current 75 percent validation 
threshold starting in FY 2012. 

If we determine that a hospital is not 
entitled to receive the full FY 2012 payment 
update because it failed to satisfy the 
validation requirement, and the hospital asks 
for a reconsideration of that decision, the 
hospital must submit complete copies of the 
medical records that it submitted to the 
CDAC contractor for purposes of the 
validation for which the hospital incurs the 
cost. We estimate that no greater than 20 
hospitals would fail this requirement for 
FY 2012. We estimate that this requirement 
would cost hospitals approximately 12 cents 
per page for copying and approximately 
$4.00 per chart for postage. We have found 
based on experience that an average sized 
medical chart is approximately 150 pages. 
Hospitals would be required to return all 36 
sampled medical records for the three 
quarters of data from FY 2010. We estimate 
that the total cost to the 40 impacted 
hospitals would be approximately $17,600, 
or $440 per hospital. We believe that this cost 
is minimal, compared with the 2.0 percent 
RHQDAPU component of the annual 
payment update at risk. This requirement is 
necessary so that CMS has all the information 
it needs to fairly and timely make a decision 
on the hospital’s reconsideration request. We 
also anticipate that this requirement will 
benefit hospitals seeking reconsiderations 
because it will enable us to resolve potential 
issues earlier in the appeals process, 
obviating the need for a hearing before the 
Provider Reimbursement Review Board 
(PRRB). We believe that this benefit will 
greatly outweigh the burden of copying and 
mailing the requested records. 

We note that beginning with FY 2014 and 
future years, we are considering adding two 
strata to the current RHQDAPU validation 
sample of SCIP, AMI, HF, and PN cases. We 
will consider selecting 2 additional samples 
of 3 cases per selected hospital per quarter 
to validate proposed surgical site infection, 
blood stream infection, ED-Throughput and 
global immunization measures, If proposed 
and adopted as final through a later 
rulemaking, CMS would randomly select a 
total of 18 records per quarter per validated 
hospital in six strata (SCIP, AMI, HF, PN, 
CDC/NHSN measures and ED-Throughput/ 
Global Immunization). The requirement of an 
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additional 6 charts per hospital submitted for 
validation will result in approximately 4800 
additional charts per quarter being submitted 
to CMS. We reimburse hospitals for the cost 
of sending charts to the Clinical Data 
Abstraction Center (CDAC) contractor at the 
rate of 12 cents per page for copying and 
approximately $4.00 per chart for postage. 
Our experience shows that the average chart 
received by the CDAC contractor is 
approximately 150 pages. Thus, as a result of 
the validation requirements effective for the 
FY 2014 annual payment update, CMS will 
have expenditures of approximately $105,600 
per quarter to collect the charts for the FY 
2014 and future years annual payment 
update. Given that we reimburse for the data 
collection effort, we believe that a 
requirement of the additional records in FY 
2014 per hospital per quarter represents a 
minimal burden to the participating hospital. 

D. Effects of Policy on Payment for Transfer 
Cases From Medicare Participating Hospitals 
to Nonparticipating Hospitals and CAHs 

In section IV.B. of the preamble of this 
final rule, we are expanding the acute care 
transfer policy to transfers to 
nonparticipating acute care hospitals and to 
CAHs. This expansion of the acute care 
transfer policy aims to further align the 
policy with its original intent, that is, to pay 
a hospital commensurate with the resources 
it expends in treating a Medicare beneficiary 
who is transferred. However, the impacts of 
this change are not possible to measure, 
although we believe that any change in 
Medicare payments to hospitals associated 
with this change will be negligible. 
Specifically, because there are relatively few 
nonparticipating acute care hospitals, we 
expect that there would be few, if any, 
transfers to nonparticipating hospitals in a 
given period. In addition, based on the 
capped inpatient bed size of CAHs (that is, 
not more than 25 inpatient beds) and the 
CAH distance requirements (that is, a CAH 
must generally be located at least 35 miles 
from another hospital), we believe that 
transfers from an IPPS acute care hospital to 
a CAH occur very infrequently. Therefore, we 
estimate that this expansion of the acute care 
transfer policy will not have a material 
impact on Medicare payments to acute care 
hospitals. 

E. Effects of the Low-Volume Hospital 
Payment Adjustment: Changes for FYs 2011 
and 2012 

As discussed in section IV.D. of the 
preamble to this final rule, the low-volume 
hospital payment adjustment changes for FYs 
2011 and 2012 expand eligibility for the low- 
volume hospital payment adjustment to 
hospitals with less than 1,600 Medicare 
discharges (instead of the prior requirement 
of less than 800 total, Medicare and non- 
Medicare, discharges) and more than 15 
miles from other IPPS hospitals (rather than 
the prior requirement of more than 25 miles). 
The payment adjustment is changed also 
from an empirically determined additional 
25-percent payment adjustment to qualifying 
hospitals with less than 200 total discharges 
(69 FR 49099 through 49102 and 70 FR 47432 
through 47434), to a continuous, linear 

sliding scale adjustment ranging from an 
additional 25 percent payment adjustment to 
qualifying hospitals with 200 or fewer 
Medicare discharges to no additional 
payment to hospitals with 1,600 or more 
Medicare discharges. 

We estimate, based on FY 2009 claims data 
(March 2010 update of the MedPAR file), an 
additional 1,444 hospitals would meet the 
Medicare discharges criterion to qualify as a 
low-volume hospital. However, we are not 
able to estimate the number of these 1,444 
hospitals that would also meet the distance 
criterion. The actual number of hospitals that 
would also meet the distance criterion to 
qualify as a low-volume hospital would be 
less, very likely much less, than the 
estimated 1,444 maximum number of 
potential low-volume hospitals for FY 2011. 
If all 1,444 hospitals that meet the Medicare 
discharge requirement also meet the distance 
requirement, an additional estimated $835 
million would be required for FY 2011, based 
on each hospital’s number of Medicare 
discharges and the corresponding payment 
adjustment amount. At this time, we are not 
able to estimate the impact of the change for 
FY 2012. 

Our actuaries chose a 40-percent factor to 
estimate the percentage of hospitals that 
would meet the distance requirement, in 
addition to the discharge requirement, to be 
a low-volume hospital. For FY 2011, our 
actuaries estimate that there will be an 
additional cost of $380 million; for FY 2012, 
$450 million; and an additional $50 million 
being paid in FY 2013, for hospital stays at 
the end of FY 2012 that are paid at the 
beginning of FY 2013. 

F. Effects of Change Relating to Payment 
Adjustment for Disproportionate Share 
Hospitals 

In section IV.F. of the preamble of this final 
rule, we discuss the change, effective for FY 
2011 and subsequent years, to the data 
matching process used to calculate the SSI 
fraction for the Medicare DSH payment 
adjustment. The SSI fraction is part of the 
formula used to determine whether a 
subsection (d) hospital qualifies for a DSH 
payment adjustment and the amount of any 
DSH payment. 

The numerator of a hospital’s DSH SSI 
fraction is the number of inpatient days for 
the provider’s patients who were entitled to 
both Medicare Part A and SSI benefits. The 
denominator of the hospital’s SSI fraction is 
the total number of inpatient days for the 
provider’s patients who were entitled to Part 
A benefits. In order to calculate the 
numerator of a hospital’s DSH SSI fraction, 
CMS matches certain Medicare data files 
with SSI eligibility data files that are 
furnished by SSA. In Baystate Medical Center 
v. Leavitt (545 F. Supp. 2d 20, as amended, 
587 F. Supp. 2d 37, 44 (D.D.C. 2008)), the 
district court concluded that, in certain 
respects, CMS’ current matching process did 
not use the ‘‘best available data’’ to match 
Medicare patient day information with SSI 
eligibility data. In implementing the Baystate 
decision, CMS recalculated the plaintiff’s SSI 
fractions and DSH payments for its FYs 1993 
through 1996 by using a revised data 
matching process that comports with the 
district court’s decision. 

We are adopting a similar revised data 
matching process for calculating hospitals’ 
DSH SSI fractions for FY 2011 and 
subsequent fiscal years. In addition, we will 
use, in the revised matching process, a later 
update of the MedPAR claims data file and 
the SSI eligibility data file. Specifically, we 
will use MedPAR claims files and SSI 
eligibility data that are updated 15 months 
after the end of the Federal fiscal year, rather 
than continue with our current practice of 
using data updated 6 months after the end of 
the Federal fiscal year. We believe that our 
revision to the timing of the data match 
achieves an appropriate balance between 
accounting for additional retroactive SSI 
eligibility determinations and the lifting of 
SSI payment suspensions and facilitating 
administrative finality through the timely 
final settlement of Medicare cost reports. 

We are not able to provide a detailed 
analysis of the impact of the revised data 
matching process. That is, it is not possible 
to determine whether Medicare DSH 
adjustment payments to hospitals will 
generally increase or decrease, because 
hospitals’ SSI fractions will vary depending 
on various factors, including the use of a 
more updated MedPAR claims data file, use 
of a more updated SSI eligibility data file, 
and the other features of our revised data 
matching process. 

With respect to the use of a more updated 
MedPAR claims data file, we expect that 
using a later version of the MedPAR claims 
file will increase the number of inpatient 
claims for a given Federal fiscal year and, 
therefore, will increase the number of 
Medicare inpatient days included in the 
denominator of the SSI fraction. Depending 
on whether or not the additional claims in 
the MedPAR file are for Medicare patients 
who are also eligible for SSI during the 
inpatient stay, the numerator of the SSI 
fraction might increase or decrease. 

As for the use of an updated SSI eligibility 
file, we note that retroactive SSI eligibility 
determinations include both the granting and 
the denial of SSI benefits. Therefore, 
assuming that some of the retroactive SSI 
eligibility determinations are for Medicare 
patients, the use of an updated SSI eligibility 
file also could increase or decrease the 
numerator of the SSI fraction. We expect that, 
as a result of using an updated SSI eligibility 
file, the SSI fraction for some hospitals will 
increase while it will decrease for other 
hospitals. 

We also note that, in the Baystate decision, 
the district court found that certain records 
(for example, ‘‘stale records’’ and ‘‘forced pay 
records’’) were not included in the SSI 
eligibility data that SSA gave to CMS for use 
in the data matching process. However, the 
SSI eligibility data files began to include 
certain of these records in the mid-1990’s, 
and stale records and forced pay records 
were included in the SSI eligibility data files 
that CMS used in recalculating the specific 
SSI fractions and DSH adjustment payments 
at issue in the Baystate case. As certain of 
these records are already included in the data 
matching process and we are making no 
change to this policy, we are unable to 
determine if this issue has any cost or savings 
for FY 2011 and subsequent years. 
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Finally, our revised data matching process 
includes the use of SSNs and a greater 
number of Title II numbers and HICANs. As 
a result, we might be able to identify some 
individuals who are entitled to both Part A 
and SSI benefits that our current data 
matching process might not have identified. 
Therefore, we would expect an increase in 
the SSI fraction for certain providers, but we 
are unable to determine the extent to which 
DSH adjustment payments will increase. 

We did not receive any specific public 
comments on this impact section. 

G. Effects of Change in Policy Relating to 
MDHs 

1. Medicare Dependency: Counting Medicare 
Inpatients 

In section IV.G.2. of the preamble of this 
final rule, we discuss our revision of the 
existing Medicare-dependency criterion for 
MDHs at § 412.108(a)(1)(iii) of the regulations 
which specify that ‘‘At least 60 percent of the 
hospital’s inpatient days or discharges were 
attributable to individuals receiving 
Medicare Part A benefits during the 
hospital’s cost reporting period * * * ’’, by 
replacing the word ‘‘receiving’’ with the 
phrase ‘‘entitled to.’’ As a result, we will 
include in the count of Medicare inpatient 
days or discharges, all days or discharges 
attributable to individuals entitled to 
Medicare Part A benefits, including 
individuals who have exhausted their 
Medicare Part A hospital inpatient coverage 
benefit. 

Based on our analysis of data for cost 
reporting periods beginning in FYs 2007 and 
2008, we estimate that this change to the 
MDH definition of Medicare dependency 
may allow 48 more IPPS hospitals to qualify 
as an MDH. We estimate that this change will 
result in increased expenditure of $3.6 
million in FY 2011. 

2. Extension of the MDH Program 

In section IV.G.3. of the preamble to this 
final rule, we discuss section 3124 of the 
Affordable Care Act, which extended the 
MDH program for 1 additional year, from the 
end of FY 2011 (that is, for discharges before 
October 1, 2011) to the end of FY 2012 (that 
is, for discharges before October 1, 2012). The 
extension of the MDH program has no impact 
for FY 2011. For FY 2012, the extension 
allows the continuation of MDH status and 
the payment methodology for an MDH to be 
paid its hospital-specific rate, based on its FY 
1982, 1987, or 2002 costs per discharge, 
rather than the Federal rate, if this results in 
a greater aggregate payment. Therefore, the 
impact of the MDH program extension is 1 
additional year of updated hospital-specific 
rate payments for each MDH, if this results 
in a greater aggregate payment than Federal 
rate payments, rather than Federal rate 
payments for IPPS hospitals without special 
treatment as MDHs. Our actuaries estimate 
that this 1-year extension of the MDH 
program through FY 2012 will cost an 
additional $110 million. 

H. Effects of Changes Relating to Payments 
for IME and Direct GME 
1. Identifying ‘‘Approved Medical Residency 
Programs’’ 

In section IV.H.2. of the preamble of this 
final rule, we discuss our clarification of 
policy regarding whether an individual is 
considered to be training in an approved 
medical residency program such that the 
individual’s time should be included in the 
FTE count for IME and direct GME purposes, 
or whether that individual should be treated 
and bill as a physician. Specifically, our 
clarification states that individuals should be 
treated as and bill as physicians if they have 
already successfully completed at least one 
residency program (regardless of whether 
they have passed the board examination for 
that specialty program), and are engaged in 
subsequent training that is not required for 
additional board certification in another 
subspecialty. We also are revising the 
definition of ‘‘resident’’ at § 413.75(b) to mean 
‘‘an intern, resident, or fellow who is formally 
accepted, enrolled, and participating in an 
approved medical residency program, 
including programs in osteopathy, dentistry, 
and podiatry, as required in order to become 
certified by the appropriate specialty board.’’ 

With respect to the policy regarding the 
treatment of trainees that have already 
successfully completed at least one residency 
program, there is no financial impact on the 
Medicare program because this is a 
clarification of existing policy and is not a 
policy revision or addition of a new policy. 
The policy change to the regulations might 
have some limited financial impact to the 
extent that a hospital previously included 
trainees who were not formally enrolled in 
an approved program in its FTE counts, and 
as a result of the change to the regulations, 
will no longer be able to include such 
trainees in its FTE count for IME and direct 
GME purposes. We believe it would be rare 
for a hospital to have included in its FTE 
count trainees who are not formally enrolled 
in a residency program in the typical fashion. 
Further, we believe that it would be rare for 
such a hospital to have sufficient room under 
its IME and direct GME FTE resident caps to 
include any such ‘‘informally enrolled’’ 
residents in addition to the typically enrolled 
residents. Thus, the financial impact of the 
change in the regulatory definition of 
‘‘resident’’ would be insignificant. 

2. Submission of Electronic Affiliation 
Agreements 

In section IV.H.3. of the preamble of this 
final rule, we discuss our finalized policy to 
allow hospitals to submit Medicare GME 
affiliation agreements to the CMS Central 
Office by electronic submission. Over the last 
several years, we have received numerous 
inquiries regarding the possibility of 
submitting the Medicare GME affiliation 
agreement electronically. To date, CMS has 
only accepted signed hard copies of Medicare 
GME affiliation agreements that are received 
through the mail. Facsimile (FAX) and other 
electronic submissions of affiliation 
agreements have not been an acceptable 
means of transmission of affiliation 
agreements to CMS Central Office in order for 
a hospital to meet the requirements of 
§§ 413.79(f) and 412.105(f)(1)(vi). 

The increasing frequency of these inquiries 
and our concerns regarding environmental 
and paperwork reduction have prompted us 
to reconsider our procedure for hospitals to 
submit Medicare GME affiliation agreements 
to the CMS Central Office. Accordingly, we 
are changing our policy to provide for 
electronic submission of the affiliation 
agreement that is required to be sent to the 
CMS Central Office. This policy change will 
not affect the authority of the fiscal 
intermediary or MAC to continue to specify 
its requirements for submission for hospitals 
in its servicing area. 

We are establishing an electronic 
submission process that will consist of either 
an e-mail mailbox or a Web site where 
hospitals will be able to submit their 
Medicare GME affiliation agreements to the 
CMS Central Office. As part of this process, 
a copy of the Medicare GME affiliation 
agreement must be received through the 
electronic system no later than 11:59 p.m. on 
July 1 of each academic year. We are requring 
that the electronic affiliation agreement must 
be submitted either as a scanned copy, a 
Portable Document Format (PDF) version of 
that hard copy agreement, or in another 
electronic format that cannot be subject to 
manipulation. This requirement will ensure 
that the agreements are signed and dated as 
required in the regulations at § 413.75. 

We believe that allowing an electronic 
submission of the affiliation agreement to the 
CMS Central Office will assist us in more 
effectively tracking the groups of hospitals 
that become an affiliation as well as the 
numbers of FTE cap slots that are being 
transferred within those groups. In addition, 
we believe an electronic submission process 
will minimize the paperwork burden for 
hospitals. 

I. Effects of Changes Relating to CRNA 
Services Furnished in Rural Hospitals and 
CAHs 

In section IV.I. of the preamble of this final 
rule, we discuss our amendment to the 
regulations at § 412.113(c)(2)(i)(A) to state 
that, effective for cost reporting periods 
beginning on or after October 1, 2010, 
hospitals and CAHs that have reclassified 
under section 1886(d)(8)(E) of the Act and 
§ 412.103 are eligible to be paid based on 
reasonable cost for anesthesia and related 
care furnished by qualified nonphysician 
anesthetists. Under existing regulations, a 
hospital or CAH is not eligible to be paid 
based on reasonable cost for anesthesia and 
related care furnished by qualified 
nonphysician anesthetists if the hospital or 
CAH has been granted rural status under 
§ 412.103. However, because the Act, as 
revised by section 608 of Public Law 100– 
485, allows for reasonable cost payments for 
CRNA services if the facility is a hospital 
located in a rural area as defined for purposes 
of section 1886(d) of the Act, we are revising 
the regulations to permit urban hospitals that 
have been reclassified as rural, in accordance 
with section 1886(d)(8)(E) of the Act, to 
qualify for these payments. We are revising 
the regulations to state that, effective for cost 
reporting periods beginning on or after 
October 1, 2010, hospitals and CAHs that 
have reclassified as rural pursuant to section 
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1886(d)(8)(E) of the Act and § 412.103 of the 
regulations are eligible to be paid based on 
reasonable cost for anesthesia services and 
related care provided by qualified 
nonphysician anesthetists. 

We believe it is difficult to quantify the 
payment impact of this change because, in 
order to qualify for reasonable cost-based 
payment for anesthesia and related services 
provided by qualified nonphysician 
anesthetists, a rural hospital or CAH cannot 
exceed an annual limit of 800 surgical 
procedures requiring anesthesia. We cannot 
establish the number of facilities that will 
meet this threshold. In addition, although a 
hospital or CAH may contract with more than 
one qualified nonphysician anesthetist and 
be paid based on reasonable cost for 
anesthesia and related services performed by 
these nonphysician anesthetists, the total 
number of hours of service furnished by the 
nonphysician anesthetists may not exceed 
2,080 hours annually. We also cannot 
determine the number of facilities that will 
exceed this threshold. Therefore, while we 
believe the impact will be relatively minor, 
we are unable to quantify the impact of the 
change. 

J. Effect of the Additional Payments to 
Qualifying Hospitals in Low Medicare 
Spending Counties 

Under section 1109 of Public Law 111–152, 
Congress allocated $400 million to be spent 
for FYs 2011 and 2012 to qualifying hospitals 
located in the bottom quartile of counties 
with the lowest Medicare Part A and Part B 
spending per enrollee. In section IV.J. of the 
preamble to this final rule, we have 
identified the list of eligible counties and the 
qualifying hospitals located in those counties 
that will receive the $400 million. We are 
finalizing our proposal to spend $150 million 
in FY 2011 and $250 million in FY 2012. 
This money will be given to the qualifying 
hospitals by the fiscal intermediaries or MAC 
through a one-time annual payment. In 
section IV.J. of the preamble to this final rule, 
Table 1 lists the distribution of payments 
among the list of qualifying hospitals. In 
addition, Table 2 in section IV.J. of the 
preamble to this final rule lists the 
distribution of payment by State for FY 2011. 

K. Effects of Implementation of Rural 
Community Hospital Demonstration Program 

In section IV.K of the preamble of this final 
rule, we discuss our implementation of 
section 410A of Public Law 108–173, which 
required the Secretary to establish a 
demonstration that would modify 
reimbursement for inpatient services for up 
to 15 small rural hospitals. Section 
410A(c)(2) requires that ‘‘[i]n conducting the 
demonstration program under this section, 
the Secretary shall ensure that the aggregate 
payments made by the Secretary do not 
exceed the amount which the Secretary 
would have paid if the demonstration 
program under this section was not 
implemented.’’ As discussed in section V.K. 
of the preamble of this final rule, in the IPPS 
final rule for each of the previous 6 fiscal 
years, we have estimated the additional 
payments as a result of the demonstration for 
each of the participating hospitals. In order 

to achieve budget neutrality, we are adjusting 
the national IPPS rates by an amount 
sufficient to account for the added costs of 
this demonstration. In other words, we are 
applying budget neutrality across the 
payment system as a whole rather than 
merely across the participants of this 
demonstration. We believe that the language 
of the statutory budget neutrality requirement 
permits the agency to implement the budget 
neutrality provision in this manner. The 
statutory language requires that ‘‘aggregate 
payments made by the Secretary do not 
exceed the amount which the Secretary 
would have paid if the demonstration * * * 
was not implemented’’ but does not identify 
the range across which aggregate payments 
must be held equal. 

In addition, an extension of this 
demonstration was mandated by the 
Affordable Care Act. The demonstration is 
extended for an additional 5 years and will 
be expanded to up to 30 hospitals. We are 
making an adjustment in this final rule of 
$70,483,384 to the national IPPS rates. This 
amount accounts for an estimate of the 
demonstration cost for FY 2011 for the 10 
hospitals that are currently participating in 
the demonstration, and an estimate of the 
cost of the continuation of the 7 hospitals 
that have participated in the demonstration 
since its inception and that are still 
participating. This amount accounts for the 
portions of their cost reporting periods in FY 
2010 that were not covered in the estimated 
cost of the demonstration in the FY 2010 
IPPS final rule because we formulated these 
estimates under the assumption that the 
demonstration would end in FY 2010. The 
adjustment for this final rule also includes an 
estimate of the cost of participation in the 
demonstration for 20 additional hospitals in 
FY 2011. In addition, for this final rule, we 
had proposed in the May 4, 2010 proposed 
rule to account for any differences between 
the cost of the demonstration program for 
hospitals participating in the demonstration 
during FY 2007, represented by their cost 
reports beginning in FY 2007, and the 
amount that was offset by the budget 
neutrality adjustment for FY 2007. However, 
this final rule does not contain this 
adjustment because the specific numeric 
value associated with this component of the 
adjustment to the national IPPS rates cannot 
be known because settled cost reports 
beginning in FY 2007 of the hospitals 
participating during FY 2007 in the 
demonstration are not available yet. We 
anticipate that those settled cost reports may 
be available prior to the publication of the FY 
2012 IPPS proposed rule, at which time we 
would include a similar proposal. 

L. Effects of Proposed Changes Relating to 
CAHs 

1. CAH Optional Method of Payment for 
Outpatient Services 

In section VI.B.2. of the preamble of this 
final rule, we discuss our amendment to the 
regulations to permit a CAH’s election to be 
paid for outpatient services under the 
optional method to stay in effect until it is 
terminated. Under existing regulations, if a 
CAH wishes to be paid under the optional 
method for outpatient services on a 

continuous basis, it must submit an annual 
election to the fiscal intermediary or MAC 
servicing the CAH at least 30 days prior to 
the cost reporting period for which the 
election is made. Due to the significant 
consequences that result if a CAH fails to 
make a timely election, we are amending the 
regulations at § 413.70(b)(3)(i) to state that, 
effective for CAH cost reporting periods 
beginning on or after October 1, 2010, if a 
CAH has elected the optional method for its 
most recent cost reporting period beginning 
prior to October 1, 2010, or chooses to elect 
the optional method for its upcoming cost 
reporting period, that election will remain in 
place until it is terminated. If a CAH chooses 
to terminate its election, it must submit a 
termination request to the fiscal intermediary 
or MAC servicing the CAH at least 30 days 
prior to the start of the next cost reporting 
period. In order to provide CAHs that have 
cost reporting periods beginning in October 
or November 2010 time to choose to 
terminate an existing election of the optional 
method, we are specifying that these CAHs 
will have until December 1, 2010, to 
terminate their election. We anticipate that 
there will be no additional Medicare 
expenditure associated with this change 
because we are not making any changes that 
govern payment rules for CAHs. Rather, we 
believe the regulatory changes will reduce 
any perceived burden associated with the 
election process and make it easier for CAHs 
to maintain their election of the optional 
method on a continuous basis. 

2. Effects of the Payment for CAH Outpatient 
Services and Ambulance Services 

In section VII.B.3. of the preamble of this 
final rule, we discuss our implementation of 
section 3128 of Public Law 111–148, which 
amends the regulations at 
§ 413.70(b)(3)(ii)(A) to state that, effective for 
cost reporting periods beginning on or after 
January 1, 2004, payment for outpatient 
facility services under the optional method 
will be made at 101 percent of reasonable 
costs. We also are amending the regulations 
at § 413.70(b)(5)(i) to state that, effective for 
cost reporting periods beginning on or after 
January 1, 2004, payment for ambulance 
services furnished by a CAH or an entity that 
is owned and operated by a CAH is 101 
percent of the reasonable costs of the CAH or 
the entity in furnishing those services, but 
only if the CAH or the entity is the only 
provider or supplier of ambulance services 
located within a 35-mile drive of the CAH or 
the entity. We do not believe these 
amendments will result in additional 
payments to CAHs for prior periods because 
we believe that, in fact, we have paid CAHs 
for these services at 101 percent of reasonable 
costs during these prior periods. 

3. Consideration of Costs of Provider Taxes 
as Allowable Costs for CAHs 

In section VI.B.4. of the preamble of this 
final rule, we discuss our clarification of our 
policy regarding the extent to which certain 
provider taxes may be considered allowable 
costs under Medicare, as described in 
sections 2212.1 and 2212.2 of the PRM–1. 
This is a clarification of our longstanding 
policy. Therefore, we have determined that 
there is no financial impact of the change. 
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M. Effects of Policy Relating to Effective Date 
of Provider Agreements and Supplier 
Approvals 

In section VIII. of the preamble of this final 
rule, we discuss our clarification of the 
requirements supporting the existing process 
for assignment of an effective date for a 
provider agreement or supplier approval. 
Approximately 54,500 Medicare providers 
and suppliers are subject to survey and 
certification requirements under this 
proposal. However, this clarification will not 
change the process for providers and 
suppliers. Therefore, we believe that the 
impact of our clarification is negligible. 

N. Effects of Changes Relating to Hospital 
Rehabilitation Services and Respiratory Care 
Services Conditions of Participation 

In section IX. of the preamble of this final 
rule, we discuss our changes to the 
conditions of participation for hospital 
rehabilitation services and respiratory care 
services to clarify the categories of 
practitioners allowed to order rehabilitation 
services and respiratory care services. We 
believe that these changes will impose 
minimal additional costs on hospitals. In 
fact, hospitals may realize some minimal cost 
savings due to the regulatory flexibility of 
these changes, which may allow for greater 
consistency with existing State laws and with 
hospital policies and procedures. The cost of 
implementing these changes will largely be 
limited to the one-time cost related to the 
revision of a hospital’s medical staff bylaws 
and its policies and procedures as they relate 
to the requirements for the categories of 
practitioners allowed to order rehabilitation 
and respiratory care services. There also may 
be some minimal cost associated with 
communicating these changes to affected 
hospital staff. However, we believe that these 
costs will be offset by the benefits derived 
from the overall intent of these changes to 
allow qualified, licensed practitioners, who 
are authorized by the medical staff, to order 
these services as long as they are responsible 
for the care of the patient for whom they are 
ordering the services and as long as such 
privileges are in accordance with hospital 
policies and applicable State laws and 
regulations. Furthermore, the changes will 
clarify existing hospital CoPs to make them 
more consistent not only with each other, but 
also with many State laws and with current 
practice. Therefore, no burden is being 
assessed as a result of the revisions of these 
CoPs, or on the communication of these 
revisions to staff that will be required by this 
final rule, as these practices are usual and 
customary business practices. 

VIII. Effects of Changes in the Capital IPPS 

A. General Considerations 

Provisions of the Affordable Care Act 
necessitated revising the May 4, 2010 FY 
2011 IPPS/LTCH PPS proposed rule. While 
the IPPS payment rates for capital-related 
costs were not directly affected by provisions 
of the Affordable Care Act, changes to the 
wage index as well as to the outlier payment 
adjustment factor were required by the law. 
Changes to the wage index affect the 
geographic adjustment factor (GAF) under 
the capital IPPS which is used in conjunction 

with a factor for changes in DRG 
classifications and weights to determine a 
budget neutrality adjustment factor in 
calculating the capital IPPS rate. A revision 
of the outlier payment adjustment factor was 
required because both inpatient operating 
and inpatient capital-related payments use a 
single set of thresholds to identify outlier 
cases. Changes resulting from the provisions 
of the Affordable Care Act are discussed in 
more detail in section II.A. of the preamble 
of the FY 2011 IPPS//LTCH PPS 
supplemental proposed rule published in the 
Federal Register on June 2, 2010. 

For the impact analysis presented below, 
we used data from the March 2010 update of 
the FY 2009 MedPAR file and the March 
2010 update of the Provider-Specific File 
(PSF) that is used for payment purposes. 
Although the analyses of the changes to the 
capital prospective payment system do not 
incorporate cost data, we used the March 
2010 update of the most recently available 
hospital cost report data (FYs 2007 and 2008) 
to categorize hospitals. Our analysis has 
several qualifications. We use the best data 
available and make assumptions about case- 
mix and beneficiary enrollment as described 
below. In addition, as discussed in section 
V.E. of the preamble to this final rule, we 
made a ¥2.9 percent documentation and 
coding adjustment to the national capital rate 
for FY 2011 in addition to the ¥0.6 percent 
adjustment established for FY 2008, and the 
¥0.9 percent adjustment for FY 2009. This 
results in a cumulative adjustment factor of 
0.9574 that we applied to the national capital 
rate to account for improvements in 
documentation and coding that do not reflect 
real changes in case mix under the MS–DRGs 
in FY 2011. We also adjusted the Puerto 
Rico-specific capital rate in FY 2011 to 
account for changes in documentation and 
coding resulting from the adoption of the 
MS–DRGs. 

Due to the interdependent nature of the 
IPPS, it is very difficult to precisely quantify 
the impact associated with each change. In 
addition, we draw upon various sources for 
the data used to categorize hospitals in the 
tables. In some cases (for instance, the 
number of beds), there is a fair degree of 
variation in the data from different sources. 
We have attempted to construct these 
variables with the best available sources 
overall. However, it is possible that some 
individual hospitals are placed in the wrong 
category. 

Using cases from the March 2010 update of 
the FY 2009 MedPAR file, we simulated 
payments under the capital IPPS for revised 
FY 2010 and revised FY 2011 (both years 
have been revised to account for provisions 
in the Affordable Care Act that required 
changes to the wage index and outlier 
threshold, as discussed above in this section) 
for a comparison of total payments per case. 
Any short-term, acute care hospitals not paid 
under the general IPPS (Indian Health 
Service hospitals and hospitals in Maryland) 
are excluded from the simulations. 

The methodology for determining a capital 
IPPS payment is set forth at § 412.312. The 
basic methodology for calculating capital 
IPPS payments in FY 2011 is as follows: 
(Standard Federal Rate) × (DRG weight) × 

(GAF) × (COLA for hospitals located in 

Alaska and Hawaii) × (1 + DSH Adjustment 
Factor + IME adjustment factor, if 
applicable). 
In addition to the other adjustments, 

hospitals may also receive outlier payments 
for those cases that qualify under the 
threshold established for each fiscal year. We 
modeled payments for each hospital by 
multiplying the capital Federal rate by the 
GAF and the hospital’s case-mix. We then 
added estimated payments for indirect 
medical education, disproportionate share, 
and outliers, if applicable. For purposes of 
this impact analysis, the model includes the 
following assumptions: 

• We estimate that the Medicare case-mix 
index will increase by 1.0 percent in both 
FYs 2010 and 2011. 

• We estimate that the Medicare 
discharges will be approximately 11.3 
million in FY 2010 and 11.5 million in FY 
2011. 

• The capital Federal rate was updated 
beginning in FY 1996 by an analytical 
framework that considers changes in the 
prices associated with capital-related costs 
and adjustments to account for forecast error, 
changes in the case-mix index, allowable 
changes in intensity, and other factors. As 
discussed in section III.A.1.a. of this final 
rule, the update is 1.5 percent for FY 2011. 

• In addition to the FY 2011 update factor, 
the FY 2011 capital Federal rate was 
calculated based on a GAF/DRG budget 
neutrality factor of 0.9990, an outlier 
adjustment factor of 0.9404, and a (special) 
exceptions adjustment factor of 0.9996. 

• For FY 2011, as discussed above and in 
section V.E. of the preamble to this final rule, 
we applied a 0.9574 adjustment to the FY 
2011 national capital rate for changes in 
documentation and coding that are expected 
to increase case-mix under the MS–DRGs but 
do not reflect real case-mix change. 

B. Results 

We used the actuarial model described 
above to estimate the potential impact of our 
changes for FY 2011 on total capital 
payments per case, using a universe of 3,472 
hospitals. As described above, the individual 
hospital payment parameters are taken from 
the best available data, including the March 
2010 update of the FY 2009 MedPAR file, the 
March 2010 update to the PSF, and the most 
recent cost report data from the March 2010 
update of HCRIS. In Table III, we present a 
comparison of estimated total payments per 
case for FY 2010, as revised per the 
Affordable Care Act, compared to FY 2011 
based on the FY 2011 payment policies. 
Column 2 shows estimates of payments per 
case under our model for FY 2010 (as 
revised). Column 3 shows estimates of 
payments per case under our model for FY 
2011. Column 4 shows the total percentage 
change in payments from revised FY 2010 to 
FY 2011. The change represented in Column 
4 includes the 1.5 percent update to the 
capital Federal rate and other changes in the 
adjustments to the capital Federal rate. The 
comparisons are provided by: (1) Geographic 
location; (2) region; and (3) payment 
classification. 

The simulation results show that, on 
average, capital payments per case in FY 
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2011 are expected to decrease as compared 
to capital payments per case in FY 2010. The 
capital rate for FY 2011 will increase 1.5 
percent as compared to the FY 2010 capital 
rate. The changes to the GAFs are expected 
to result, on average, in a slight decrease in 
capital payments, although, for rural regions, 
it is more of a contributing factor to the 
overall decrease in capital payments than to 
urban areas, mostly due to the application of 
the rural floor to the wage index. We also are 
estimating an increase in outlier payments 
from FY 2010 to FY 2011 due primarily to 
an estimated decrease in capital IPPS 
payments per discharge. Since capital 
payments per discharge are projected to be 
slightly lower in FY 2011 compared to FY 
2010, more cases would qualify for outlier 
payments. The net impact of these changes 
is an estimated ¥0.5 percent change in 
capital payments per discharge from FY 2010 
to FY 2011 for all hospitals (as shown below 
in Table III). 

The geographic comparison shows that, on 
average, all urban hospitals, as well as 
hospitals in large urban areas, are expected 
to experience a 0.5 percent decrease in 
capital IPPS payments per case in FY 2011 

as compared to FY 2010. Capital IPPS 
payments per case for rural hospitals are 
expected to decrease 0.7 percent. 

The change comparisons by regions show 
some regions experiencing slight increases in 
total capital payments, while most other 
regions are estimated to experience slight 
decreases in capital payments from FY 2010 
to FY 2011. For the urban regions, changes 
in capital payments range from a ¥1.0 
percent in both the New England region and 
Middle Atlantic region to an increase of 0.2 
percent for the Pacific region. The rural 
regions show estimates of a 1.7 percent 
change in capital payments from FY 2010 to 
FY 2011 in the Middle Atlantic region and 
Pacific region to a 1.9 percent increase for the 
Mountain region. 

By type of ownership, proprietary and 
government hospitals are estimated to 
experience a 0.3 percent decrease in capital 
payments, while voluntary hospitals are 
estimated to experience a 0.6 percent 
decrease in capital payments per case from 
FY 2010 to FY 2011. 

Section 1886(d)(10) of the Act established 
the MGCRB. Hospitals may apply for 
reclassification for purposes of the wage 

index for FY 2011. Reclassification for wage 
index purposes also affects the GAFs because 
that factor is constructed from the hospital 
wage index. 

To present the effects of the hospitals being 
reclassified for FY 2011, we show the average 
capital payments per case for reclassified 
hospitals for FY 2010, as revised per the 
Affordable Care Act. All reclassified and non- 
reclassified hospitals are expected to 
experience a decrease in capital payments in 
FY 2011 as compared to FY 2010. Urban 
reclassified and rural reclassified hospitals 
are expected to have a decrease in capital 
payments of 0.6 percent and 0.5 percent, 
respectively. For non-reclassified hospitals, 
the estimated decrease in capital payments is 
0.4 percent for urban non-reclassified 
hospitals, and 0.9 percent for rural non- 
reclassified hospitals. Other reclassified 
hospitals (that is, hospitals reclassified under 
section 1886(d)(8)(B) of the Act) are expected 
to experience a decrease of 1.2 percent in 
capital payments from FY 2010 to FY 2011. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

IX. Effects of Payment Rate Changes and 
Policy Changes Under the LTCH PPS 

A. Introduction and General Considerations 
In section VII. of the preamble and section 

VII. of the Addendum to this final rule, we 
set forth the annual update to the payment 
rates for the LTCH PPS for FY 2011. In the 
preamble, we specify the statutory authority 
for the provisions that are presented, identify 
the policies and rationales for our decisions 
as well as alternatives that were considered. 
In this section IX. of Appendix A. to this 
final rule, we discuss the impact of the final 
changes to the payment rates, factors, and 
other payment rate policies related to the 
LTCH PPS that are presented in the preamble 
of this final rule in terms of their estimated 
fiscal impact on the Medicare budget and on 
LTCHs. 

A number of the provisions of the 
Affordable Care Act affected the LTCH PPS. 
The provisions of the Affordable Care Act 
that affected LTCH payments for FY 2011 are 
reflected in this impact analysis. 

Currently, our database of 423 LTCHs 
includes the data for 78 nonprofit (voluntary 
ownership control) LTCHs and 306 
proprietary LTCHs. Of the remaining 39 
LTCHs, 13 LTCHs are government-owned 
and operated and the ownership type of the 
other 26 LTCHs is unknown. In the impact 
analysis, we used the final rates, factors, and 
policies presented in this final rule, 

including the 0.50 percentage point 
reduction to the market basket update 
required by sections 1886(m)(3) and (m)(4) of 
the Act and the updated wage index values 
and the labor-related share, and the best 
available claims and CCR data to estimate the 
change in payments for FY 2011. The 
standard Federal rate for RY 2010 is 
$39,794.95, which reflects the 0.25 
percentage point reduction applied to the RY 
2010 market basket update required under 
sections 1886(m)(3) and (m)(4) of the Act (as 
established in the FY 2010 IPPS/LTCH PPS 
notice published in the Federal Register on 
June 2, 2010). Discharges in RY 2010 
occurring on or after April 1, 2010 are paid 
under the revised RY 2010 standard Federal 
rate consistent with section 3401(p) of the 
Affordable Care Act. Discharges in RY 2010 
occurring on or after October 1, 2009, and on 
or before March 31, 2010, are paid under the 
standard Federal rate of $39,896.65 (74 FR 
44022). As discussed in section VII.A.2. of 
the Addendum to this final rule, consistent 
with our historical practice, we are finalizing 
an update to the standard Federal rate for FY 
2011 by ¥0.49 percent and establishing a 
standard Federal rate of $39,599.95 for FY 
2011. This includes a market basket update 
of 2.5 percent with a 0.50 percentage point 
reduction as required under sections 
1886(m)(3) and (m)(4) of the Act, and the 
documentation and coding adjustment of 
¥2.5 percent to account for increases in case- 
mix associated with the adoption of the MS– 

LTC–DRGs. Based on the best available data 
for the 423 LTCHs in our database, we 
estimate that the update to the standard 
Federal rate for FY 2011 (discussed in section 
VII.A.2. of the Addendum to this final rule) 
and the changes to the area wage adjustment 
for FY 2011 (discussed in section VII.B. of 
the Addendum to this final rule), in addition 
to an estimated increase in HCO payments 
and an estimated increase in SSO payments, 
would result in an increase in estimated 
payments from RY 2010 of approximately 
$22.3 million (or about 0.5 percent). Based on 
the 423 LTCHs in our database, we estimate 
FY 2011 LTCH PPS payments to be 
approximately $4.932 billion, an increase 
from RY 2010 LTCH PPS payments of 
approximately $4.909 billion. Because the 
combined distributional effects and 
estimated changes to the Medicare program 
payments would be greater than $100 
million, this final rule is considered a major 
economic rule, as defined in this section. We 
note the approximately $22.3 million 
projected increase in estimated aggregate 
LTCH PPS payments from RY 2010 to FY 
2011 does not reflect changes in LTCH 
admissions or case-mix intensity in estimated 
LTCH PPS payments, which also would 
affect overall payment changes. 

The projected 0.5 percent increase in 
estimated payments per discharge from RY 
2010 to FY 2011 is attributable to several 
factors, including the ¥0.49 percent decrease 
to the standard Federal rate, changes in the 
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wage index values (including the change to 
the labor-related share) presented in section 
VII.B. of the Addendum to this final rule and 
projected increases in estimated HCO and 
SSO payments. As Table IV shows, the 
change attributable solely to the standard 
Federal rate is projected to result in an 
decrease of 0.4 percent in estimated 
payments per discharge from RY 2010 to FY 
2011, on average, for all LTCHs, while the 
changes to the area wage adjustment are 
projected to result in an increase in estimated 
payments of 0.1 percent, on average, for all 
LTCHs. 

As discussed in section VII.B. of this final 
rule, we are updating the wage index values 
for FY 2011 based on the most recent 
available data. In addition, we are finalizing 
a slight decrease in the labor-related share 
from 75.779 percent to 75.271 percent under 
the LTCH PPS for FY 2011 based on the most 
recent available data on the relative 
importance of the labor-related share of 
operating and capital costs of the RPL market 
basket. The wage data and the labor-related 
share are expected to increase LTCH PPS 
payments by 0.1 percent. 

Table IV below shows the impact of the 
final payment rate and final policy changes 
on LTCH PPS payments for FY 2011 
presented in this final rule by comparing RY 
2010 estimated payments to FY 2011 
estimated payments. The projected increase 
in payments per discharge from RY 2010 to 
FY 2011 is 0.5 percent (shown in Column 8). 
This projected increase in payments is 
attributable to the impacts of the change to 
the standard Federal rate (¥0.4 percent in 
Column 6) and the change due to the area 
wage adjustment (0.1 percent in Column 7), 
as well as the effect of the estimated increase 
in payments for HCO cases and SSO cases in 
FY 2011 as compared to RY 2010 (0.6 percent 
and 0.3 percent, respectively). That is, 
estimated total HCO payments are projected 
to increase from RY 2010 to FY 2011 in order 
to ensure that estimated HCO payments will 
be 8 percent of the total estimated LTCH PPS 
payments in FY 2011. An analysis of the 
most recent available LTCH PPS claims data 
(that is, FY 2009 claims data from the March 
2010 update of the MedPAR file) indicates 
that the RY 2010 HCO threshold of $18,615 
(as announced in the June 2, 2010 FY 2010 
IPPS/LTCH PPS notice) may result in HCO 
payments in RY 2010 that fall below the 
estimated 8 percent. Specifically, we 
currently estimate that HCO payments will 
be approximately 7.4 percent of the estimated 
total LTCH PPS payments in RY 2010. We 
note that the RY 2010 outlier payment 
estimate in this impact analysis takes into 
account for the revised RY 2010 rate and 
outlier threshold determined consistent with 
sections 1886(m)(3) and (4) of the Act and 
section 3401(p) of the Affordable Care Act 
that are used to make payments for 
discharges in RY 2010 that occur on or after 
April 1, 2010. We estimate that the impact of 
the increase in HCO payments would result 
in approximately a 0.6 percent increase in 
estimated payments from RY 2010 to FY 
2011, on average, for all LTCHs. Furthermore, 
in calculating the estimated increase in 
payments from RY 2010 to FY 2011 for HCO 
and SSO cases, we increased estimated costs 

by the applicable market basket percentage 
increase as projected by our actuaries, which 
increases payments by 0.3 percent relative to 
last year. We note that estimated payments 
for all SSO cases comprise approximately 14 
percent of the estimated total LTCH PPS 
payments, and estimated payments for HCO 
cases comprise approximately 8 percent of 
the estimated total LTCH PPS payments. 
Payments for HCO cases are based on 80 
percent of the estimated cost of the case 
above the HCO threshold, while the majority 
of the payments for SSO cases (over 65 
percent) are based on the estimated cost of 
the SSO case. 

As we discuss in detail throughout this 
final rule, based on the most recent available 
data, we believe that the provisions of this 
final rule relating to the LTCH PPS will result 
in an increase in estimated aggregate LTCH 
PPS payments and that the resulting LTCH 
PPS payment amounts result in appropriate 
Medicare payments. 

B. Impact on Rural Hospitals 

For purposes of section 1102(b) of the Act, 
we define a small rural hospital as a hospital 
that is located outside of an urban area and 
has fewer than 100 beds. As shown in Table 
IV, we are projecting a 0.9 percent increase 
in estimated payments per discharge for FY 
2011 as compared to RY 2010 for rural 
LTCHs that will result from the changes 
presented in this final rule, as well as the 
effect of estimated changes to HCO and SSO 
payments. This estimated impact is based on 
the data for the 26 rural LTCHs in our 
database (out of 423 LTCHs), for which 
complete data were available. The RY 2010 
average payment per case in Table IV 
accounts for the changes required by sections 
1886(m)(3) and (4) of the Act and section 
3401(p) of the Affordable Care Act, which 
affects payments for discharges occurring on 
or after April 1, 2010, as described below in 
section IX.C.3. of the Appendix to this final 
rule. 

The estimated increase in LTCH PPS 
payments from RY 2010 to FY 2011 for rural 
LTCHs is primarily due to the higher than 
average impacts from the changes to the area 
wage adjustment and the reduction in the 
labor-related share from 75.779 to 75.271, 
which results in an estimated 0.6 percent 
increase in payments. 

C. Anticipated Effects of LTCH PPS Payment 
Rate Change and Policy Changes 

1. Budgetary Impact 

Section 123(a)(1) of the BBRA requires that 
the PPS developed for LTCHs ‘‘maintain 
budget neutrality.’’ We believe that the 
statute’s mandate for budget neutrality 
applies only to the first year of the 
implementation of the LTCH PPS (that is, FY 
2003). Therefore, in calculating the FY 2003 
standard Federal rate under § 412.523(d)(2), 
we set total estimated payments for FY 2003 
under the LTCH PPS so that estimated 
aggregate payments under the LTCH PPS 
were estimated to equal the amount that 
would have been paid if the LTCH PPS had 
not been implemented. 

As discussed in section IX.A. of this 
Appendix, we project an increase in 
aggregate LTCH PPS payments in FY 2011 of 

approximately $22.3 million (or 0.5 percent) 
based on the 423 LTCHs in our database. 

2. Impact of Moratorium and Other 
Provisions 

Section 114(c) and (d) of the Medicare, 
Medicaid, and SCHIP Extension Act of 2007 
(MMSEA), as amended by section 4302 of the 
American Recovery and Reinvestment Act of 
2009 (ARRA), provided for a 3-year delay in 
certain payment policies relating to LTCHs 
and LTCH satellite facilities. Sections 3106 
and 10312 of the Affordable Care Act 
together provide for a 2-year extension of the 
3-year delay in implementation of certain 
payment policies relating to certain LTCHs 
and LTCH satellite facilities. Specifically, 
these provisions affect payment adjustments 
for ‘‘very’’ short stay outliers (SSOs), the one- 
time adjustment to the standard Federal rate, 
the 25 percent payment threshold policy, and 
the moratorium on the establishment of new 
LTCHs and LTCH satellite facilities and the 
moratorium on the increase in LTCH beds in 
existing LTCHs or satellite facilities. 

Sections 3106 and 10312 of the Affordable 
Care Act together provide for a 2-year 
extension of the 3-year delay in 
implementation of the revision to the SSO 
policy at § 412.529(c)(3)(i) that was finalized 
in the RY 2008 final rule. We estimate that 
the extension of the SSO provision will result 
in a projected increase in estimated aggregate 
LTCH PPS payments of approximately $20 
million in FY 2011. Sections 3106 and 10312 
of the Affordable Care Act together provide 
for a 2-year extension to several 
modifications to the regulations at § 412.534 
and § 412.536 required by section 114(c) of 
MMSEA, as amended by section 4302 of the 
ARRA, which addressed the percentage 
thresholds between referring hospitals and 
LTCHs and satellites of LTCHs. We estimate 
that the implementation of this extension of 
the MMSEA provisions, as amended by the 
ARRA, pertaining to § 412.534 and § 412.536 
will result in a projected increase in 
estimated aggregate LTCH PPS payments of 
approximately $20 million for FY 2011. 

Regarding the 2-year extension of the 
moratorium on the development of new 
LTCHs and LTCH satellites and on the 
increase in beds in existing LTCHs and LTCH 
satellites, as we noted in the May 22, 2008 
interim final rule with comment period when 
the original 3-year delay required by section 
114(d) of the MMSEA, as amended by the 
ARRA, was implemented, we are unable to 
quantify the impact of the additional 2-year 
moratorium on the establishment of LTCHs, 
LTCH satellite facilities, and on the increase 
of LTCH beds in existing LTCHs or satellite 
facilities with limited exceptions. We are 
unable to provide an estimate of the impact 
of the 2-year extension of this provision 
because we have no way of determining how 
many LTCHs would have opened in the 
absence of the moratorium, nor do we have 
sufficient information at this time to 
determine how many new LTCHs will meet 
the criteria for an exception described in the 
statute. 

3. Impact on Providers 

The basic methodology for determining a 
per discharge LTCH PPS payment is set forth 
in § 412.515 through § 412.536. In addition to 
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the basic MS–LTC–DRG payment (the 
standard Federal rate multiplied by the 
MS–LTC–DRG relative weight), we make 
adjustments for differences in area wage 
levels, the COLA for Alaska and Hawaii, and 
SSOs. Furthermore, LTCHs may also receive 
HCO payments for those cases that qualify 
based on the threshold established each year. 

To understand the impact of the changes 
to the LTCH PPS payments presented in this 
final rule on different categories of LTCHs for 
FY 2011, it is necessary to estimate payments 
per discharge for RY 2010 using the rates, 
factors (including the FY 2010 GROUPER 
(Version 27.0), and relative weights and the 
policies established in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 43945 
through 43994 and 44021 through 44030) and 
to include any changes to payments due to 
the provisions under sections 1886(m)(3) and 
(4) of the Act and section 3401(p) of the 
Affordable Care Act, which affects payments 
for discharges occurring on or after April 1, 
2010 in RY 2010 (as announced in the June 
2, 2010 FY 2010 IPPS/LTCH PPS notice). It 
is also necessary to estimate the payments 
per discharge that would be made under the 
final LTCH PPS rates, factors, policies, and 
GROUPER (Version 28.0) for FY 2011 (as 
discussed in III. of the preamble and section 
VII. of the Addendum to this final rule). 
These estimates of RY 2010 and FY 2011 
LTCH PPS payments are based on the best 
available LTCH claims data and other factors, 
such as the application of inflation factors to 
estimate costs for SSO and HCO cases in each 
year. We also evaluated the change in 
estimated RY 2010 payments to estimated FY 
2011 payments (on a per discharge basis) for 
each category of LTCHs. 

Hospital groups were based on 
characteristics provided in the OSCAR data, 
FY 2007 through FY 2008 cost report data in 
HCRIS, and PSF data. Hospitals with 
incomplete characteristics were grouped into 
the ‘‘unknown’’ category. Hospital groups 
include the following: 

• Location: large urban/other urban/rural. 
• Participation date. 
• Ownership control. 
• Census region. 
• Bed size. 

To estimate the impacts of the payment rates 
and policy changes among the various 
categories of existing providers, we used 
LTCH cases from the FY 2009 MedPAR file 
to estimate payments for RY 2010 and to 
estimate payments for FY 2011 for 423 
LTCHs. We believe that the discharges based 
on the FY 2009 MedPAR data for the 423 
LTCHs in our database, which includes 306 
proprietary LTCHs, provide sufficient 
representation in the MS–LTC–DRGs 

containing discharges for patients who 
received LTCH care for the most commonly 
treated LTCH patients’ diagnoses. 

4. Calculation of Prospective Payments 

For purposes of this impact analysis, to 
estimate per discharge payments under the 
LTCH PPS, we simulated payments on a 
case-by-case basis using LTCH claims from 
the FY 2009 MedPAR files. For modeling 
estimated LTCH PPS payments for RY 2010, 
we calculated a blended RY 2010 payment to 
account for changes in the rate in accordance 
with sections 1886(m)(3) and (m)(4) of the 
Act and section 3401(p) of the Affordable 
Care Act. Specifically, we applied the RY 
2010 standard Federal rate (that is, 
$39,896.65, under which LTCH discharges 
occurring on or after October 1, 2009, and 
through March 31, 2010 are paid, and 
$39,794.95, under which LTCH discharges 
occurring on or after April 1, 2010 and 
through September 30, 2010 are paid). For 
modeling estimated LTCH PPS payments for 
FY 2011, we applied the FY 2011 standard 
Federal rate of $39,599.95, which will be 
effective for LTCH discharges occurring on or 
after October 1, 2010, and through September 
30, 2011. 

Furthermore, in modeling estimated LTCH 
PPS payments for both RY 2010 and FY 2011 
in this impact analysis, we applied the RY 
2010 and the FY 2011 adjustments for area 
wage differences and the COLA for Alaska 
and Hawaii. Specifically, we adjusted for 
area wage differences for estimated RY 2010 
payments using the current LTCH PPS labor- 
related share of 75.779 percent (74 FR 
43968), the wage index values established in 
the Tables 12A and 12B of the Addendum to 
the FY 2010 IPPS/RY 2010 LTCH PPS final 
rule (74 FR 44192 through 44213) and the RY 
2010 COLA factors shown in the table in 
section V. of the Addendum to that final rule 
(74 FR 44026). Similarly, we adjusted for area 
wage differences for estimated FY 2011 
payments using the finalized LTCH PPS FY 
2011 labor-related share of 75.271 percent, 
the FY 2011 wage index values presented in 
Tables 12A and 12B of the Addendum to this 
final rule, and the FY 2011 COLA factors 
shown in the table in section VII.B.5. of the 
Addendum to the final rule. 

As discussed above, our impact analysis 
reflects an estimated change in payments for 
SSO cases, as well as an estimated increase 
in payments for HCO cases (as described in 
section VII.C. of the Addendum to this final 
rule). In modeling payments for SSO and 
HCO cases in RY 2010, we applied an 
inflation factor of 1.025 percent (determined 
by OACT) to the estimated costs of each case 
determined from the charges reported on the 

claims in the FY 2009 MedPAR files and the 
best available CCRs from the March 2010 
update of the PSF. In modeling payments for 
SSO and HCO cases in FY 2011, we applied 
an inflation factor of 1.050 (determined by 
OACT) to the estimated costs of each case 
determined from the charges reported on the 
claims in the FY 2009 MedPAR files and the 
best available CCRs from the March 2010 
update of the PSF. Furthermore, in modeling 
estimated LTCH PPS payments for both RY 
2010 and FY 2011 in this impact analysis, we 
applied the RY 2010 HCO fixed-loss amount 
of $18,425 (74 FR 44029) for the first half of 
RY 2010, the revised RY 2010 HCO fixed-loss 
amount of $18,615 established in conjunction 
with implementing the provisions of sections 
1886(m)(3) and (m)(4) of the Act and section 
3401(p) of the Affordable Care Act for the 
second half of RY 2010, and the FY 2011 
fixed loss amount of $18,785 (as discussed in 
section VII.C. of the Addendum to this final 
rule). 

These impacts reflect the estimated 
‘‘losses’’ or ‘‘gains’’ among the various 
classifications of LTCHs from the RY 2010 to 
FY 2011 based on the payment rates and 
policy changes presented in this final rule. 
Table IV illustrates the estimated aggregate 
impact of the LTCH PPS among various 
classifications of LTCHs. 

• The first column, LTCH Classification, 
identifies the type of LTCH. 

• The second column lists the number of 
LTCHs of each classification type. 

• The third column identifies the number 
of LTCH cases. 

• The fourth column shows the estimated 
payment per discharge for RY 2010 (as 
described above). 

• The fifth column shows the estimated 
payment per discharge for FY 2011 (as 
described above). 

• The sixth column shows the percentage 
change in estimated payments per discharge 
from RY 2010 to FY 2011 for changes to the 
standard Federal rate (as discussed in section 
VII.A.2. of the Addendum to this final rule). 

• The seventh column shows the 
percentage change in estimated payments per 
discharge from RY 2010 to FY 2011 for 
changes to the area wage adjustment at 
§ 412.525(c) (as discussed in section VII.B. of 
the Addendum to the final rule). 

• The eighth column shows the percentage 
change in estimated payments per discharge 
from RY 2010 (Column 4) to FY 2011 
(Column 5) for all finalized and statutory 
changes (and includes the effect of estimated 
changes to HCO and SSO payments). 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

5. Results 

Based on the most recent available data for 
423 LTCHs, we have prepared the following 
summary of the impact (as shown in Table 
IV) of the LTCH PPS payment rate and policy 
changes presented in this final rule. The 
impact analysis in Table IV shows that 
estimated payments per discharge are 
expected to increase approximately 0.5 
percent, on average, for all LTCHs from RY 
2010 to FY 2011 as a result of the finalized 
payment rate and policy changes presented 
in this final rule, as well as estimated 
increases in HCO and SSO payments. We 
note that we applied a ¥0.49 percent update 
to the standard Federal rate for FY 2011, 
based on the latest market basket estimate 
(2.5 percent), the ¥0.50 percentage point 
reduction required under sections 1886(m)(3) 
and (m)(4) of the Act, and the adjustment for 
the effect of changes in documentation and 
coding in FY 2008 and FY 2009 of ¥2.5 
percent. We noted earlier in this section that 
for most categories of LTCHs, as shown in 
Table IV (Column 6), the impact of the 

decrease of approximately ¥0.5 percent to 
the standard Federal rate is projected to 
result in approximately a ¥0.4 percent 
change in estimated payments per discharge 
for all LTCHs from RY 2010 to FY 2011. 
Because payments to cost-based SSO cases 
and a portion of payments to SSO cases that 
are paid based on the ‘‘blend’’ option of the 
SSO payment formula at § 412.529(c)(2)(iv) 
are not affected by the update to the standard 
Federal rate, we estimate that the effect of the 
0.49 percent reduction to the standard 
Federal rate would result in a 0.4 percent 
reduction on estimated aggregate LTCH PPS 
payments to all LTCH PPS cases, including 
SSO cases. Furthermore, as discussed 
previously in this regulatory impact analysis, 
the average increase in estimated payments 
per discharge from the RY 2010 to FY 2011 
for all LTCHs of approximately 0.5 percent 
(as shown in Table IV) was determined by 
comparing estimated FY 2011 LTCH PPS 
payments (using the final rates, final policies 
and statutory changes discussed in this final 
rule) to estimated RY 2010 LTCH PPS 
payments (as described above in section 
IX.C.3. of this Appendix). 

a. Location 

Based on the most recent available data, 
the vast majority of LTCHs are located in 
urban areas. Only approximately 6 percent of 
the LTCHs are identified as being located in 
a rural area, and approximately 4 percent of 
all LTCH cases are treated in these rural 
hospitals. The impact analysis presented in 
Table IV shows that the average percent 
increase in estimated payments per discharge 
from RY 2010 to FY 2011 for all hospitals is 
0.5 percent for all changes. For rural LTCHs, 
the percent change for all changes is 
estimated to be 0.9 percent, while for urban 
LTCHs, we estimate the increase to be 0.4 
percent. Large urban LTCHs are projected to 
experience an increase of 0.5 percent in 
payments per discharge from RY 2010 to FY 
2011, while other urban LTCHs are projected 
to experience an increase of 0.3 percent in 
payments per discharge from RY 2010 to FY 
2011, as shown in Table IV. 

b. Participation Date 

LTCHs are grouped by participation date 
into four categories: (1) Before October 1983; 
(2) between October 1983 and September 
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1993; (3) between October 1993 and 
September 2002; and (4) after October 2002. 
Based on the most recent available data, the 
majority (approximately 49 percent) of the 
LTCH cases are in hospitals that began 
participating in the Medicare program 
between October 1993 and September 2002. 
These hospitals are projected to experience 
nearly the average increase (0.3 percent) in 
estimated payments per discharge from RY 
2010 to FY 2011, as shown in Table IV. 

In the participation category where LTCHs 
began participating in the Medicare program 
before October 1983, LTCHs are projected to 
experience a higher than average percent 
increase (0.6 percent) in estimated payments 
per discharge from RY 2010 to FY 2011, as 
shown in Table IV. Approximately 4 percent 
of LTCHs began participating in Medicare 
before October 1983. The LTCHs in this 
category are projected to experience a slightly 
higher than average increase in estimated 
payments because of increases in their wage 
data, increase under the MS–LTC–DRG 
GROUPER (Version 28) and relative weights, 
and estimated increases in their SSO 
payments relative to last year. Approximately 
10 percent of LTCHs began participating in 
Medicare between October 1983 and 
September 1993. These LTCHs are also 
projected to experience a slightly higher than 
average increase (0.6 percent) in estimated 
payments from RY 2010 to FY 2011. LTCHs 
that began participating in Medicare after 
October 2002 currently represent 
approximately 39 percent of all LTCHs, and 
are projected to experience an average 
increase (0.5 percent) in estimated payments 
from RY 2010 to FY 2011. 

c. Ownership Control 

Other than LTCHs whose ownership 
control type is unknown, LTCHs are grouped 
into three categories based on ownership 
control type: Voluntary, proprietary, and 
government. Based on the most recent 
available data, approximately 18 percent of 
LTCHs are identified as voluntary (Table IV). 
We expect that, for these LTCHs in the 
voluntary category, estimated FY 2011 LTCH 
payments per discharge will increase higher 
than the average (0.8 percent) in comparison 
to estimated payments in RY 2010 primarily 
because we project an increase in estimated 
HCO payments and SSO payments to be 
higher than the average for these LTCHs. The 
majority (72 percent) of LTCHs are identified 
as proprietary and these LTCHs are projected 
to experience an average increase (0.4 
percent) in estimated payments per discharge 
from RY 2010 to FY 2011. Finally, 
government-owned and operated LTCHs (3 
percent) are expected to experience a higher 
than the average increase (1.0 percent) in 
estimated payments primarily due to a larger 
than the average increase in estimated HCO 
payments and increases under the MS–LTC– 
DRG GROUPER (Version 28) and relative 
weights. 

d. Census Region 

Estimated payments per discharge for FY 
2011 are projected to increase for LTCHs 
located in all regions in comparison to RY 
2010. Of the 9 census regions, we project that 
the increase in estimated payments per 
discharge will have the largest positive 

impact on LTCHs in the Pacific region (0.7 
percent, as shown in Table IV). The 
estimated percent increase in payments per 
discharge from RY 2010 to FY 2011 for the 
Pacific is largely attributable to the projected 
increase in estimated HCO and SSO 
payments and changes in their wage 
adjustment. 

In contrast, LTCHs located in the Middle 
Atlantic region are projected to experience 
the smallest increase in estimated payments 
per discharge from RY 2010 to FY 2011. The 
average estimated increase in payments of 0.2 
percent for LTCHs in the Middle Atlantic 
region is primarily due to estimated 
decreases in payments associated with the 
wage index because 50 percent of LTCHs 
located in this region will have a FY 2011 
wage index value that is less than their RY 
2010 wage index value. 

e. Bed Size 

LTCHs were grouped into six categories 
based on bed size: 0–24 beds; 25–49 beds; 
50–74 beds; 75–124 beds; 125–199 beds; and 
greater than 200 beds. We project that 
payments for small LTCHs (0–24 beds) would 
experience a 1.0 percent increase in 
payments due to increases in their wage 
index while large LTCHs (200+ beds) would 
experience a 0.2 percent increase in 
payments. LTCHs with between 75 and 124 
beds and between 125 and 199 beds are 
expected to experience an above average 
increase in payments per discharge from RY 
2010 to FY 2011 (0.8 percent and 0.6 percent, 
respectively) primarily due to a larger than 
average estimated increase in payments from 
the FY 2011 changes to the area wage 
adjustment. 

D. Effect on the Medicare Program 

As noted previously, we project that the 
provisions of this final rule would result in 
an increase in estimated aggregate LTCH PPS 
payments in FY 2011 of approximately $22.3 
million (or about 0.5 percent) for the 423 
LTCHs in our database. 

E. Effect on Medicare Beneficiaries 

Under the LTCH PPS, hospitals receive 
payment based on the average resources 
consumed by patients for each diagnosis. We 
do not expect any changes in the quality of 
care or access to services for Medicare 
beneficiaries under the LTCH PPS, but we 
expect that paying prospectively for LTCH 
services would enhance the efficiency of the 
Medicare program. 

X. Effects of Policy Changes Regarding 
Accreditation Requirements for Medicaid 
Providers of Inpatient Psychiatric Services 
for Individuals Under Age 21 

In section X. of the preamble of this final 
rule, we discuss the removal of the Medicaid 
requirement for Joint Commission 
accreditation of psychiatric hospitals and 
hospitals with inpatient psychiatric 
programs. Psychiatric hospitals will have the 
choice of undergoing a State survey to 
determine whether the hospital meets the 
requirements to participate in Medicare as a 
psychiatric hospital under 42 CFR 482.60, or 
obtaining accreditation from a national 
accrediting organization whose psychiatric 
hospital accrediting program has been 

approved by CMS. Likewise, hospitals with 
inpatient psychiatric programs will have the 
choice of undergoing a State survey to 
determine whether the hospital meets the 
requirements for participation in Medicare as 
a hospital as specified in 42 CFR part 482 or 
obtaining accreditation from a national 
accrediting organization whose hospital 
accreditation program has been approved by 
CMS. 

Ensuring access to services is a priority for 
CMS, and we believe that this revision to the 
regulations will result in an increased 
number of psychiatric hospitals and hospitals 
with inpatient psychiatric programs being 
able to provide services. In addition, the 
revision to the accreditation requirement 
aligns Medicaid standards with existing 
standards in the Medicare program. We 
believe that this flexibility in obtaining 
accreditation will facilitate the provision of 
medically necessary, Medicaid-reimbursable 
psychiatric services to vulnerable children, 
while maintaining the high quality of care 
demanded by the Medicaid program. 

We are not preparing an analysis for this 
policy under the RFA because we have 
determined that the policy will not have a 
significant economic impact on a substantial 
number of small entities. 

We are not preparing an analysis for 
section 1102(b) of the Act because this policy 
will not have a significant impact on the 
operations of a substantial number of small 
rural hospitals. 

Section 202 of the Unfunded Mandates 
Reform Act of 1995 also requires that 
agencies assess anticipated costs and benefits 
before issuing any rule that may result in 
expenditure in any one year of $100 million 
in 1995 dollars, updated annually for 
inflation. That threshold level is currently 
approximately $135 million. This policy will 
not result in an impact of $135 million or 
more on State, local or tribal governments, in 
the aggregate, or on the private sector. 

Executive Order 13132 establishes certain 
requirements that an agency must meet when 
it promulgates a proposed rule (and 
subsequent final rule) that imposes 
substantial direct requirement costs on State 
and local governments, preempts State law, 
or otherwise has Federalism implications. 
Because this policy does not impose any 
costs on State or local governments, the 
requirements of Executive Order 13132 are 
not applicable. 

XI. Alternatives Considered 

This final rule contains a range of policies. 
The preamble of this final rule provides 
descriptions of the statutory provisions that 
are addressed, identifies policies and 
presents rationales for our decisions and, 
where relevant, alternatives that were 
considered. 

XII. Overall Conclusion 

A. Acute Care Hospitals 

Table I of section VI. of this Appendix 
demonstrates the estimated distributional 
impact of the IPPS budget neutrality 
requirements for the final MS–DRG and wage 
index changes, and for the wage index 
reclassifications under the MGCRB. Table I 
also shows an overall decrease of 0.4 percent 
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in operating payments. We estimate that 
operating payments will decrease by 
approximately $440 million in FY 2011. In 
addition, we estimates the reporting of 
hospital quality data program costs at $2.4 
million, a savings of $20 million associated 
with the HACs policies, an additional 
spending of $18.2 million for new technology 
add-on payments, an additional $150 million 
to hospitals that qualify for an additional 
payment as provided under section 1109 of 
Public Law 111–152, and all other operating 
payment policies described in section VII. of 
this Appendix. These estimates, added to our 
FY 2011 operating estimate of ¥$440 
million, result in a decrease of $290 million 
for FY 2011. We estimate that capital 
payments will experience ¥0.5 percent 
change in payments per case, as shown in 
Table III of section VIII. of this Appendix. We 
project that there will be a $21 million 
decrease in capital payments in FY 2011 
compared to FY 2010. The cumulative 
operating and capital payments should result 
in a net decrease of $311 million to IPPS 
providers. The discussions presented in the 
previous pages, in combination with the rest 
of this final rule constitute a regulatory 
impact analysis. 

B. LTCHs 

Overall, LTCHs are projected to experience 
an increase in estimated payments per 
discharge in FY 2011. In the impact analysis, 
we are using the final rates, factors, and 
policies presented in this final rule, 
including final updated wage index values 
and relative weights, and the best available 
claims and CCR data to estimate the change 
in payments under the LTCH PPS for FY 
2011. Accordingly, based on the best 
available data for the 423 LTCHs in our 
database, we estimate that FY 2011 LTCH 
PPS payments will increase approximately 
$22 million (or about 0.5 percent). 

XIII. Accounting Statements 

A. Acute Care Hospitals 

As required by OMB Circular A–4 
(available at http://www.whitehouse.gov/ 
omb/circulars/a004/a-4.pdf), in Table V 
below, we have prepared an accounting 
statement showing the classification of the 
expenditures associated with the provisions 
of this final rule as they relate to acute care 
hospitals. This table provides our best 
estimate of the change in Medicare payments 
to providers as a result of the finalized 
changes to the IPPS presented in this final 
rule. All expenditures are classified as 
transfers to Medicare providers. 

TABLE V—ACCOUNTING STATEMENT: 
CLASSIFICATION OF ESTIMATED EX-
PENDITURES UNDER THE IPPS 
FROM FY 2010 TO FY 2011 

Category Transfers 

Annualized Monetized 
Transfers.

¥$311 million. 

From Whom to Whom Federal Government 
to IPPS Medicare 
Providers. 

TABLE V—ACCOUNTING STATEMENT: 
CLASSIFICATION OF ESTIMATED EX-
PENDITURES UNDER THE IPPS 
FROM FY 2010 TO FY 2011—Con-
tinued 

Category Transfers 

Total ................... ¥$311 million. 

B. LTCHs 

As discussed in section IX. of this 
Appendix, the impact analysis for the 
finalized changes under the LTCH PPS for 
this final rule projects an increase in 
estimated aggregate payments of 
approximately $22 million (or about 0.5 
percent) for the 423 LTCHs in our database 
that are subject to payment under the LTCH 
PPS. Therefore, as required by OMB Circular 
A–4 (available at http://www.whitehouse.gov/ 
omb/circulars/a004/a-4.pdf), in Table VI 
below, we have prepared an accounting 
statement showing the classification of the 
expenditures associated with the provisions 
of this final rule as they relate to changes to 
the LTCH PPS. Table VI provides our best 
estimate of the estimated increase in 
Medicare payments under the LTCH PPS as 
a result of the finalized provisions presented 
in this final rule based on the data for the 423 
LTCHs in our database. All expenditures are 
classified as transfers to Medicare providers 
(that is, LTCHs). 

TABLE VI—ACCOUNTING STATEMENT: 
CLASSIFICATION OF ESTIMATED EX-
PENDITURES FROM THE 2010 LTCH 
PPS RATE YEAR TO THE FY 2011 
LTCH PPS 

Category Transfers 

Annualized Monetized 
Transfers. 

Positive transfer—Es-
timated increase in 
expenditures: $22 
million. 

From Whom to Whom Federal Government 
to LTCH PPS Medi-
care Providers. 

Total ................... $22 million. 

XIV. Executive Order 12866 
In accordance with the provisions of 

Executive Order 12866, the Executive Office 
of Management and Budget reviewed this 
final rule. 

Appendix B: Recommendation of 
Update Factors for Operating Cost 
Rates of Payment for Inpatient Hospital 
Services 

I. Background 
Section 1886(e)(4)(A) of the Act requires 

that the Secretary, taking into consideration 
the recommendations of the MedPAC, 
recommend update factors for inpatient 
hospital services for each fiscal year that take 
into account the amounts necessary for the 
efficient and effective delivery of medically 
appropriate and necessary care of high 

quality. Under section 1886(e)(5) of the Act, 
we are required to publish update factors 
recommended by the Secretary in the 
proposed and final IPPS rules, respectively. 
Accordingly, this Appendix provides the 
recommendations for the update factors for 
the IPPS national standardized amount, the 
Puerto Rico-specific standardized amount, 
the hospital-specific rates for SCHs and 
MDHs, and the rate-of-increase limits for 
certain hospitals excluded from the IPPS, as 
well as LTCHs, IPFs, and IRFs. We also 
discuss our response to MedPAC’s 
recommended update factors for inpatient 
hospital services. 

II. Inpatient Hospital Update for FY 2011 

Several provisions of the Affordable Care 
Act (Pub. L. 111–148 and Pub. L. 111–152, 
collectively) affected the hospital inpatient 
update for both FYs 2010 and 2011. 
However, due to the timing of the passage of 
the legislation, we were unable to address 
those provisions in the FY 2011 IPPS/LTCH 
PPS proposed rule issued in the Federal 
Register on May 4, 2010 (75 FR 30756). On 
June 2, 2010, we issued a supplemental 
proposed rule (75 FR 30918) to the FY 2011 
IPPS/LTCH PPS proposed rule to address 
these provisions. The discussion below 
reflects both the provisions of the initial FY 
2011 proposed rule and the supplemental 
proposed rule relative to the FY 2011 
hospital inpatient update and any public 
comments that we received on both 
documents. We note that, in the June 2, 2010 
supplemental proposed rule, we did not 
propose to address the provisions of section 
3401 of the Affordable Care Act, which 
provided for a productivity adjustment for 
FY 2012 and subsequent fiscal years. Rather, 
we indicated that the provisions of section 
3401 that affect FY 2012 would be addressed 
in future rulemaking. 

A. FY 2011 Inpatient Hospital Update 

Section 3401(a) of the Affordable Care Act 
amended section 1886(b)(3)(B)(i) of the Act to 
provide that the FY 2011 applicable 
percentage increase for IPPS hospitals equals 
the rate-of-increase in the hospital market 
basket for IPPS hospitals in all areas is 
reduced by 0.25 percentage point, subject to 
the hospital submitting quality data under 
rules established by the Secretary in 
accordance with section 1886(b)(3)(B)(viii) of 
the Act. For hospitals that do not provide 
quality data, the update is equal to the 
market basket percentage increase minus a 
0.25 percentage point less an additional 2.0 
percentage points. Section 3401(a)(4) of the 
Affordable Care Act further states that this 
amendment may result in the applicable 
percentage increase being less than zero. 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24321 and 24322), we announced 
that, due to the timing of the passage of the 
Affordable Care Act, we were unable to 
address those statutory provisions in that 
proposed rule. In that proposed rule, 
consistent with current law, based on IHS 
Global Insight, Inc.’s first quarter 2010 
forecast, with historical data through the 
2009 fourth quarter, of the FY 2011 IPPS 
market basket increase, we estimated that the 
FY 2011 update to the operating standardized 
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amount would be 2.4 percent (that is, the 
then estimate of the market basket rate-of- 
increase) for hospitals in all areas, provided 
the hospital submits quality data in 
accordance with our rules. For hospitals that 
do not submit quality data, we estimated that 
the update to the operating standardized 
amount would be 0.4 percent (that is, the 
then current estimate of the market basket 
rate-of-increase minus 2.0 percentage points). 

In the FY 2011 IPPS/LTCH PPS 
supplemental proposed rule (75 FR 30921 
through 30923), we stated that, consistent 
with the amendments to section 
1886(b)(3)(B)(i) of the Act made by section 
3401 of the Affordable Care Act, for FY 2011, 
we are required to reduce the hospital market 
basket update by 0.25 percentage points. 
Therefore, based on IHS Global Insight, Inc.’s 
first quarter 2010 forecast of the FY 2011 
market basket increase, the estimated update 
to the FY 2011 operating standardized 
amount was 2.15 percent (that is, the FY 
2011 estimate of the market basket rate-of- 
increase of 2.4 percent minus 0.25 percentage 
points) for hospitals in all areas, provided the 
hospital submits quality data in accordance 
with our rules. For hospitals that do not 
submit quality data, the estimated update to 
the operating standardized amount was 0.15 
percent (that is, the adjusted FY 2011 
estimate of the market basket rate-of-increase 
of 2.15 percent minus 2.0 percentage points). 

Since publication of the FY 2011 IPPS/ 
LTCH PPS supplemental proposed rule, our 
estimate of the market basket for FY 2011 has 
changed. Therefore, we are adopting in this 
final rule, based on IHS Global Insight, Inc.’s 
second quarter 2010 forecast of the FY 2011 
market basket increase, with historical data 
through the 2010 first quarter, an applicable 
percentage increase for FY 2011 of 2.35 
percent (that is, the current FY 2011 estimate 
of the market basket rate-of-increase of 2.6 
percent minus 0.25 percentage point) for 
hospitals in all areas, provided the hospital 
submits quality data in accordance with our 
rules. For hospitals that do not submit 
quality data, the update to the operating 
standardized amount is 0.35 percent (that is, 
the FY 2011 applicable percentage increase 
of 2.35 percent minus 2.0 percentage points). 
As discussed in section IV.N. of the preamble 
to this final rule, we are adopting as final, 
without modification, our proposed changes 
to § 412.64(d) to reflect current law. 

B. Update for SCHs and MDHs for FY 2011 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the applicable percentage 
increase applicable to the hospital-specific 
rates for SCHs and MDHs equals the 
applicable percentage increase set forth in 
section 1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other hospitals 
subject to the IPPS). Because the Act sets the 
update factor for SCHs and MDHs equal to 
the update factor for all other IPPS hospitals, 
the update to the hospital specific rates for 
SCHs and MDHs is also subject to the 
amendments to section 1886(b)(3)(B)(i) of the 
Act made by section 3401(a) of the 
Affordable Care Act. Because the Act requires 
us to apply to the hospital-specific rates the 
update factor for all other IPPS hospitals, the 
update to the hospital specific rates for FY 

2011 for SCHs and MDHs is also subject to 
section 1886(b)(3)(B)(i) of the Act, as 
amended by the Affordable Care Act. 
Accordingly, the FY 2011 update to the 
hospital-specific rates applicable to SCHs 
and MDHs is 2.35 percent for hospitals that 
submit quality data or 0.35 percent for 
hospitals that fail to submit quality data. As 
discussed in section IV.N. of the preamble to 
this final rule, we are adopting as final our 
proposed changes to the regulations at 
§§ 412.73(c)(15), 412.75(d), 412.77(e), 
412.78(e), and 412.79(d) to implement the 
statutory reduction to the FY 2011 market 
basket. 

C. FY 2011 Puerto Rico Hospital Update 

Section 1886(d)(9)(C)(i) of the Act is the 
basis for determining the applicable 
percentage increase applied to the Puerto 
Rico-specific standardized amount. Section 
1886(d)(9)(C)(i) of the Act provides that the 
Puerto Rico standardized amount shall be 
adjusted in accordance with the final 
determination of the Secretary under section 
1886(d)(4) of the Act. Section 1886(e)(4)(1) of 
the Act in turn directs the Secretary to 
recommend an appropriate change factor for 
Puerto Rico hospitals taking into account 
amounts necessary for the efficient and 
effective delivery of medically appropriate 
and necessary care of high quality, as well as 
the recommendations of MedPAC. In order to 
maintain consistency between the portion of 
the rates paid to Puerto Rico hospitals under 
the IPPS based on the national standardized 
amount and the portion based on the Puerto 
Rico-specific standardized rate, beginning in 
FY 2004, we have set the update to the 
Puerto Rico-specific operating standardized 
amount equal to the update to the national 
operating standardized amount for all IPPS 
hospitals. 

As discussed in the preamble to this final 
rule, the amendments to section 
1886(b)(3)(B)(i) of the Act by sections 3401(a) 
and 10319(a) of the Affordable Care Act 
affected only the update factor applicable to 
the national standardized rate for IPPS 
hospitals and the hospital-specific rates; they 
do not mandate any revisions to the update 
factor applicable to the Puerto Rico-specific 
standardized amount. Rather, as noted above, 
sections 1886(d)(9)(C)(i) and (e)(4) of the Act 
direct us to adopt an appropriate change 
factor for the FY 2010 Puerto Rico-specific 
standardized amount, which we did in the 
FY 2010 IPPS/LTCH PPS final rule after 
notice and consideration of public 
comments. Therefore, we do not believe we 
have the authority to adjust the FY 2010 
update factor for the Puerto Rico-specific 
operating standardized amount for the 
second half of FY 2010 equal to the update 
factor applicable to the national standardized 
amount or the hospital-specific rates (that is 
the market basket minus 0.25 percentage 
points). Accordingly, the FY 2010 update to 
the Puerto Rico-specific operating 
standardized amount is 2.1 percent (that is, 
the FY 2010 estimate of the market basket 
rate-of-increase) for the entire FY 2010. 

In the FY 2011 IPPS/LTCH PPS proposed 
rule (75 FR 24321), for FY 2011, consistent 
with our past practice, we proposed to apply 
the full rate-of-increase in the hospital 

market basket for IPPS hospitals to the Puerto 
Rico-specific standardized amount. In the 
June 2, 2010 supplemental proposed rule (75 
FR 30923), consistent with our past practice 
of applying the same update factor to the 
Puerto Rico-specific standardized amount as 
applied to the national standardized amount 
(and to conform to the changes to calculation 
of the national standardized amount made by 
the Affordable Care Act), for FY 2011, we 
proposed to revise the regulations at 
§ 412.211(c) to set the update factor for the 
Puerto Rico-specific operating standardized 
amount equal to the update factor applied to 
the national standardized amount for all IPPS 
hospitals. We did not receive any public 
comments on our proposal. Therefore, in the 
preamble of this final rule, we adopted as 
final, without modification, the proposed 
changes to revise § 412.211(c). Consequently, 
we are applying an update factor for the 
Puerto Rico-specific standardized amount 
equal to the FY 2011 IPPS applicable 
percentage increase (the market basket rate- 
of-increase of 2.6 percent minus 0.25 
percentage point, or 2.35 percent), for FY 
2011. 

D. Update for Hospitals Excluded From the 
IPPS 

Section 1886(b)(3)(B)(ii) of the Act is used 
for purposes of determining the percentage 
increase in the rate-of-increase limits for 
children’s and cancer hospitals. Section 
1886(b)(3)(B)(ii) of the Act sets the 
percentage increase in the rate-of-increase 
limits equal to the market basket percentage 
increase. In accordance with § 403.752(a) of 
the regulations, RNHCIs are paid under 
§ 413.40, which also uses section 
1886(b)(3)(B)(ii) of the Act to update the 
percentage increase in the rate-of-increase 
limits. Section 1886(j)(3)(C) of the Act 
addresses the increase factor for the Federal 
prospective payment rate of IRFs. Section 
123 of Public Law 106–113, as amended by 
section 307(b) of Public Law 106–554, 
provides the statutory authority for updating 
payment rates under the LTCH PPS. In 
addition, section 124 of Public Law 106–113 
provides the statutory authority for updating 
all aspects of the payment rates for IPFs. 

Currently, children’s hospitals, cancer 
hospitals, and RNHCIs are the remaining 
three types of hospitals still reimbursed 
under the reasonable cost methodology. As 
we proposed, we are providing our current 
estimate of the FY 2011 IPPS operating 
market basket percentage increase (2.6 
percent) to update the target limits for 
children’s hospitals, cancer hospitals, and 
RNHCIs. 

For FY 2011, as discussed in section VII. 
of the preamble to this final rule, we are 
establishing an update to the LTCH PPS 
standard Federal rate for FY 2011 based on 
the full LTCH PPS market basket increase 
estimate (2.5 percent), including the 
requirement that we reduce the LTCH PPS 
market basket increase by 0.50 percentage 
point reduction in accordance with sections 
3401(c), 10319(b) and 1105(b) of the 
Affordable Care Act which amended section 
1886(m) of the Act, of 2.0 percent and an 
adjustment to account for the increase in 
case-mix in prior periods (FYs 2008 and 
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2009) that resulted from changes in 
documentation and coding practices of ¥2.5 
percent. Accordingly, the update factor to the 
standard Federal rate for FY 2011 is ¥0.49 
percent (that is, we are applying a factor of 
0.9951 in determining the LTCH PPS 
standard Federal rate for FY 2011, calculated 
as 1.020 × 1 divided by 1.025 = 0.9951 or 
¥0.49 percent). 

Effective for cost reporting periods 
beginning on or after January 1, 2005, IPFs 
are paid under the IPF PPS. IPF PPS 
payments are based on a Federal per diem 
rate that is derived from the sum of the 
average routine operating, ancillary, and 
capital costs for each patient day of 
psychiatric care in an IPF, adjusted for 
budget neutrality. Section 1886(s)(3)(A) of 
the Act, which was added by section 3401(f) 
of the Affordable Care Act, as further 
amended by section 10319(e) and by section 
1105 of such Act, requires the application of 
an ‘‘Other Adjustment’’ that reduces any 
update to the IPF PPS base rate by 0.25 
percentage point for the rate year beginning 
in 2010. Therefore, as announced in the IPF 
RY 2011 notice (75 FR 23109), we reduced 
the update to the IPF PPS base rate of 2.4 
percent (based on the FY 2002-based RPL 
market basket and IHS Global Insight, Inc.’s 
first quarter 2010 forecast) by 0.25 percentage 
point for RY 2011. 

IRFs are paid under the IRF PPS for cost 
reporting periods beginning on or after 
January 1, 2002. For cost reporting periods 
beginning on or after October 1, 2002 (FY 
2003), and thereafter, the Federal prospective 
payments to IRFs are based on 100 percent 
of the adjusted Federal IRF prospective 
payment amount, updated annually (69 FR 
45721). Section 1886(j)(3)(D) of the Act, 
which was added by Section 3401(d) of the 
Affordable Care Act, as further amended by 
section 10319 and by section 1105 of such 
Act, requires the Secretary to reduce the 
market basket factor by 0.25 percentage point 
for FY 2011. Therefore, as announced in the 
IRF FY 2011 notice (75 FR 42848 and 42849), 
we reduced the update to the IRF PPS 
Federal rate of 2.5 percent (based on the FY 
2002-based RPL market basket and IHS 
Global Insight, Inc.’s second quarter 2010 
forecast) by 0.25 percentage point for FY 
2011. Thus, the adjusted RPL market basket 
increase factor is 2.25 percent for FY 2011. 

III. Secretary’s Final Recommendations 

MedPAC is recommending an inpatient 
hospital update equal to the market basket 
rate of increase for FY 2011. MedPAC’s 
rationale for this update recommendation is 

described in more detail below. As 
mentioned above, section 1886(e)(4)(A) of the 
Act requires that the Secretary, taking into 
consideration the recommendations of the 
MedPAC, recommend update factors for 
inpatient hospital services for each fiscal year 
that take into account the amounts necessary 
for the efficient and effective delivery of 
medically appropriate and necessary care of 
high quality. Consistent with the update 
factor in the President’s budget (and prior to 
other adjustments required under the 
statute), we are recommending an update to 
the standardized amount of 2.9 percent. We 
are recommending that this same update 
factor apply to SCHs and MDHs. 

Section 1886(d)(9)(C)(i) of the Act is the 
basis for determining the percentage increase 
to the Puerto Rico-specific standardized 
amount. As discussed above, we finalized 
our proposal to revise § 412.211(c) to set the 
update factor for the Puerto Rico-specific 
operating standardized amount equal to the 
update factor applied to the national 
standardized amount for all IPPS hospitals. 
Therefore, we are applying an update factor 
for the Puerto Rico-specific standardized 
amount equal to the FY 2011 IPPS applicable 
percentage increase (the market basket rate- 
of-increase of 2.6 percent minus 0.25 
percentage points), or 2.35 percent, for FY 
2011. 

In addition to making a recommendation 
for IPPS hospitals, in accordance with 
section 1886(e)(4)(A) of the Act, we also are 
recommending update factors for all other 
types of hospitals. Consistent with the update 
factor in the President’s budget, we are 
recommending an update for children’s 
hospitals, cancer hospitals, and RNHCIs of 
2.9 percent. 

For FY 2011, consistent with policy set 
forth in section VII. of the preamble of this 
final rule, we are recommending an update 
of ¥0.49 percent to the LTCH PPS standard 
Federal rate. In addition, consistent with the 
update specified in the FY 2011 IRF PPS 
notice (as described above), we are 
recommending an update of 2.25 percent to 
the IRF PPS Federal rate for FY 2011. Finally, 
consistent with the update specified in the 
FY 2011 IPF PPS notice (as described above), 
we are recommending an update of 2.4 
percent reduced by 0.25 percentage point to 
the IPF PPS Federal rate for RY 2011 for the 
Federal per diem payment amount. 

IV. MedPAC Recommendation for Assessing 
Payment Adequacy and Updating Payments 
in Traditional Medicare 

In its March 2010 Report to Congress, 
MedPAC assessed the adequacy of current 

payments and costs, and the relationship 
between payments and an appropriate cost 
base. MedPAC recommended an update to 
the hospital inpatient rates equal to the 
increase in the hospital market basket in FY 
2011, concurrent with implementation of a 
quality incentive program. MedPAC’s 
reasoning is that under a quality program, an 
individual hospital’s quality performance 
should determine whether its net increase in 
payments is above or below the market 
basket increase. MedPAC noted the 
importance of hospitals to control their costs 
rather than accommodate the current rate of 
cost growth. 

MedPAC also noted that indicators of 
payment adequacy are positive. MedPAC 
expects Medicare margins to remain low in 
2011. At the same time though, MedPAC’s 
analysis finds that high-performing hospitals 
have been able to maintain relatively low 
costs while maintaining a relatively high 
quality of care. In addition, roughly half of 
these providers are generating a profit on 
their Medicare business. 

Response: Similar to our response last year, 
we agree with MedPAC that hospitals should 
control costs rather than have Medicare 
accommodate the current rate of growth. As 
MedPAC noted, the lack of financial pressure 
at certain hospitals can lead to higher costs 
and in turn bring down the overall Medicare 
margin for the industry. 

In addition to the quality data that 
hospitals are required to submit to CMS, as 
discussed in section II. of the preamble of 
this final rule, CMS implemented the MS– 
DRGs in FY 2008 to better account for 
severity of illness under the IPPS and is 
basing the DRG weights on costs rather than 
charges. We continue to believe that these 
refinements will better match Medicare 
payment of the cost of care and provide 
incentives for hospitals to be more efficient 
in controlling costs. 

We note that, because the operating and 
capital prospective payment systems remain 
separate, we are continuing to use separate 
updates for operating and capital payments. 
The update to the capital rate is discussed in 
section III. of the Addendum to this final 
rule. 

We did not receive any public comments 
on MedPAC’s recommendation. 

[FR Doc. 2010–19092 Filed 7–30–10; 4:15 pm] 
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Monday, August 16, 2010 

Title 3— 

The President 

Notice of August 12, 2010 

Continuation of Emergency Regarding Export Control Regula-
tions 

On August 17, 2001, consistent with the authority provided to the President 
under the International Emergency Economic Powers Act (50 U.S.C. 1701 
et seq.), the President issued Executive Order 13222. In that order, he declared 
a national emergency with respect to the unusual and extraordinary threat 
to the national security, foreign policy, and economy of the United States 
in light of the expiration of the Export Administration Act of 1979, as 
amended (50 U.S.C. App. 2401 et seq.). Because the Export Administration 
Act has not been renewed by the Congress, the national emergency declared 
on August 17, 2001, must continue in effect beyond August 17, 2010. There-
fore, in accordance with section 202(d) of the National Emergencies Act 
(50 U.S.C. 1622(d)), I am continuing for 1 year the national emergency 
declared in Executive Order 13222. 

This notice shall be published in the Federal Register and transmitted to 
the Congress. 

THE WHITE HOUSE, 
August 12, 2010. 

[FR Doc. 2010–20384 

Filed 8–13–10; 11:15 am] 

Billing code 3195–W0–P 
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1515.................................48585 
Proposed Rules: 
49.....................................48880 
51.........................45075, 45210 
52 ...........45075, 45076, 45080, 

45082, 45210, 45568, 46880, 
48627, 48628, 48894, 48895 

60.....................................47520 
70.....................................48628 
72.........................45075, 45210 
78.........................45075, 45210 

81 ............45571, 46881, 47746 
93.....................................49435 
97.........................45075, 45210 
98.....................................48744 
112...................................45572 
131...................................45579 
271...................................47256 
272.......................45583, 47256 
300.......................47521, 48895 
704...................................49656 
710...................................49656 
711...................................49656 
1039.................................47520 
1042.................................47520 
1065.................................47520 
1068.................................47520 

42 CFR 

410.......................45700, 49030 
412...................................50042 
413.......................49030, 50042 
414...................................49030 
415...................................50042 
416...................................45700 
419...................................45700 
424...................................50042 
431...................................48816 
440...................................50042 
441...................................50042 
447...................................48816 
457...................................48816 
482...................................50042 
485...................................50042 
489...................................50042 
Proposed Rules: 
410...................................46169 
411...................................46169 
412...................................46169 
413.......................46169, 49215 
416...................................46169 
419...................................46169 
482...................................46169 
489...................................46169 

44 CFR 

64.....................................49417 
Proposed Rules: 
67.....................................47751 

45 CFR 

1611.................................47487 
Proposed Rules: 
170...................................45584 

47 CFR 

1.......................................45494 
2.......................................45058 
25.....................................45058 
27.....................................45058 
73.....................................47488 
97.....................................46854 
101...................................45496 
Proposed Rules: 
Ch. I .................................49870 
1 ..............45590, 47142, 49871 

2.......................................49871 
25.....................................49871 
27.....................................47142 
54.....................................48236 
61.....................................48629 
64.....................................48629 
73.....................................46885 
95.....................................47142 

48 CFR 

205...................................45072 
207...................................45072 
208...................................45072 
209...................................45072 
211...................................45072 
215 ..........45072, 48276, 48278 
216...................................45072 
217.......................45072, 48276 
219...................................45072 
225.......................45072, 48279 
228...................................45072 
231...................................48278 
232...................................45072 
237...................................45072 
243...................................48276 
246...................................45072 
250...................................45072 
252 .........45072, 48278, 48279, 

49849 
541...................................48872 
552...................................48872 
Ch. 14 ..............................48873 

49 CFR 

40.....................................49850 
192...................................48593 
193...................................48593 
195...................................48593 
541...................................47720 
594...................................48608 
595...................................47489 
Proposed Rules: 
27.....................................47753 
37.....................................47753 
38.....................................47753 
192...................................45591 
578...................................49879 

50 CFR 

17.....................................45497 
100...................................48857 
218...................................45527 
648 ..........48613, 48874, 49420 
679...................................49422 
Proposed Rules: 
17 ...........45592, 46844, 48294, 

48896, 48914 
20.....................................47682 
622.......................49447, 49883 
648...................................48920 
665...................................45085 
680...................................48298 
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LIST OF PUBLIC LAWS 

This is a continuing list of 
public bills from the current 
session of Congress which 
have become Federal laws. It 
may be used in conjunction 
with ‘‘P L U S’’ (Public Laws 
Update Service) on 202–741– 
6043. This list is also 
available online at http:// 
www.archives.gov/federal- 
register/laws.html. 

The text of laws is not 
published in the Federal 
Register but may be ordered 
in ‘‘slip law’’ (individual 
pamphlet) form from the 

Superintendent of Documents, 
U.S. Government Printing 
Office, Washington, DC 20402 
(phone, 202–512–1808). The 
text will also be made 
available on the Internet from 
GPO Access at http:// 
www.gpoaccess.gov/plaws/ 
index.html. Some laws may 
not yet be available. 

H.R. 4380/P.L. 111–227 

United States Manufacturing 
Enhancement Act of 2010 
(Aug. 11, 2010; 124 Stat. 
2409) 

H.R. 5872/P.L. 111–228 

General and Special Risk 
Insurance Funds Availability 

Act of 2010 (Aug. 11, 2010; 
124 Stat. 2482) 

H.R. 5981/P.L. 111–229 

To increase the flexibility of 
the Secretary of Housing and 
Urban Development with 
respect to the amount of 
premiums charged for FHA 
single family housing 
mortgage insurance, and for 
other purposes. (Aug. 11, 
2010; 124 Stat. 2483) 

Last List August 12, 2010 

Public Laws Electronic 
Notification Service 
(PENS) 

PENS is a free electronic mail 
notification service of newly 
enacted public laws. To 
subscribe, go to http:// 
listserv.gsa.gov/archives/ 
publaws-l.html 

Note: This service is strictly 
for E-mail notification of new 
laws. The text of laws is not 
available through this service. 
PENS cannot respond to 
specific inquiries sent to this 
address. 
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